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Field Guide: Opioid-Related Adverse Drug Events  

Definition and Harm Impact  
An adverse drug event (ADE) is an injury resulting from medical intervention related to a drug.1 This includes 
medication errors, adverse drug reactions, allergic reactions, and overdoses. 

Hospitalized patients frequently experience debilitating pain arising from both clinical conditions and treatments.  
Attempts to provide pain relief and address longstanding concerns around patient satisfaction with pain control 
and comfort have led to strategies such as “pain as a fifth vital sign” and opioid use has become a predominant 
pain treatment strategy in the hospital setting. A large retrospective cohort study using data from 286 U.S. non-
federal acute‐care facilities found that of 1.14 million admissions, opioids were used in 51 percent of cases.2 
Another study focused on opioid-free pre-surgical patients reported that 91 percent of the cases involved post-
operative opioids.3 

With opioids common use in hospitalized patients, opioid-related adverse drug events (ORADEs) are frequent and 
serious. Recent studies examining opioid use for surgical and endoscopic cases identified a 9 percent to 11 
percent ORADE rate, which was associated with significantly worse patient outcomes, including increased in-
patient mortality, greater likelihood of discharge to another care facility, prolonged length of stay, high cost of 
hospitalization, and higher rate of 30-day readmission.3,4 

Older age, disease severity, length of surgical procedure, and concurrent benzodiazepine were identified as 
ORADE risk factors. Intravenous opioid administration increased a patient’s odds of experiencing an ORADE by 
18 percent for each day of treatment.4 Serious consequences of perioperative opioid misuse and dependence 
include increased inpatient mortality, morbidity, and resource utilization.5   

The focus of current efforts to control overuse and misuse of opioids tends to be in the outpatient setting, but 
repercussions also can be serious in hospitalized patients as well. This includes not only the risk of identifiable 
negative outcomes as noted above, but the potential for the development of prolonged opioid-use patterns in those 
exposed to opioids. Opioids prescribed during and after surgery may trigger long-term use in patients regardless 
of their opioid-tolerance status, taking opioids regularly prior to surgery, or ever being exposed to opioids in the 
past.3, 4, 6, 7 

Given the potential risks involved with use during and after hospitalization, every effort should be made to limit 
use of opioids in non-terminal/non-cancer patients and to identify and protect hospitalized patients at risk for 
ORADE. Key strategies for reducing harm from ORADEs involve addressing patient pain and comfort using all 
evidence-based pain management modalities, optimizing opioid stewardship, and applying opioid-use best 
practices.6 

Engaging Patients and Families 

Patients and family members are critical partners in opioid overuse prevention and related injury reduction.  

Education points: 

• Educate preoperative and preprocedural patients and families about the risk/benefit tradeoffs around 
opioid-related harms as foundation for creating a post-procedure pain management plan (in addition to the 
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anesthesia plan) that minimizes opioid use while addressing pain and fear of pain. Include common opioid 
medication impacts on body system recovery through decreases in mentation, gastrointestinal tract 
(nausea, vomiting, decreased gastrointestinal [GI] motility), pulmonary depression, urinary retention, and 
difficulty with mobility. 

• Ensure focus on evidence-based multi-modal pain and comfort strategies such as positioning, meditation, 
and music therapy, in addition to medication use for pain control.  

• Provide written pre-procedure checklist that includes the pain plan, and encourage patients/families to 
highlight or digitally record pre-procedural plan discussion to enhance learning and recall. 

• Allow the patient and family time for discussion to correct pain myths and misperceptions that may 
underestimate risks of opioid use.  

• Address potential long-term impacts of opioid overuse. 

Patient and Family Engagement Strategies: 8,9,10 

• Ensure patient/family members are partners in developing and understand the goals of pain management 
treatment and options for pain relief. 

• Partner with pre-procedural and pre-operative patients and families to establish pain-management plans 
that minimize or eliminate opioid use, such as in opioid-free ERAS protocols. 

• Ensure procedural and operative pain plans are consistently administered peri- and post-operatively. 
• Enlist a patient story to illustrate the impact of pain-control options.  
• Invite patient and family members to advocate for patient needs and encourage/invite them to speak up to 

know/understand the purpose for every dose of medication brought for the patient. For example, use 
bedside shift-to-shift handoff transitions to solicit patient/family concerns around the pain-management 
plan. Adjust, and create goals for upcoming shift.  

• Include a patient/family member on the medication safety committee or team monitoring ORADEs. 

Hospital Improvement Strategies 

• Ensure multidisciplinary team addresses and monitors ORADEs to include: Pharmacists, surgeons, 
interventional procedural sedation areas, anesthesia, certificate-registered nursing anesthetists, 
patient/family, and nursing representatives. 

• Initiate standardized screening with opioid scales, assessments for opioid use for improved identification of 
at-risk patients including:11 

– Those who undergo prolonged surgeries with general anesthesia. 
– Those who undergo thoracic procedures.  
– Those with complicating medical conditions including Obstructive Sleep Apnea, COPD, higher 

ASA class and with a history of current or past tobacco use. 
– Those who are over 65 years old.  

• Implement standardized order sets and optimize technology to reduce variation in prescribing of opioids 
and pain care. 

• Implement Enhanced Recovery After Surgery (ERAS) program that minimizes opioid use.12, 13, 14  
• Decrease the total duration, Morphine Equivalent Dosage, and IV administration of post-operative opioids 

to minimum needed to address patient comfort, while still allowing for patient function and participation 
in activities of daily living. 

• Limit or eliminate concurrent use of opioids and benzodiazepines or other central nervous system 
sedatives.  
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• Use of patient-controlled anesthesia to both mitigate risk of ORADE and improve patient satisfaction. 15 
• Use of non-opioid multi-modal pain medications as primary or adjunctive approaches to managing pain 

and limiting opioid use. For example, encourage effective use of regional blocks and anesthetic 
techniques such as local liposomal bupivacaine as part of a multi-modal approach to pain management.  

• Ensure staff member competency assessment and education programs address opioid stewardship and 
ORADE risk factors with interventions to reduce ORADE through multi-modal pain care.   

Measurement 
The Hospital Improvement Innovation Network (HIIN) goal for reduction in ORADE is a 20 percent reduction 
over two years from baseline. ORADEs are measured through Medicare patient claims records and self-reported 
measures related to Narcan use and ORADE. The population for all measured is adult patients, except for those in 
the emergency department: 

• Naloxone Use for Reversal of Opioid Over Sedation per 1,000 Patient Days—Self-reported 
• Opioid Related Adverse Drug Events per 1,000 Acute Inpatient Admissions (Fee-for-Service claims 

based on ICD-10 codes) 

Resources and Guides for Hospitals 

• The Centers for Disease Control and Prevention (CDC)—Guideline for Prescribing Opioids for Chronic 
Pain: Available at: https://www.cdc.gov/drugoverdose/pdf/Guidelines_Factsheet-a.pdf 

• The Joint Commission—Pain Assessment and Management Standards for Hospitals: Available at: 
https://www.jointcommission.org/r3_issue_11/ 

• Enhanced Recovery After Surgery (ERAS) Society—Evidenced-based ERAS Guidelines: Available at: 
http://erassociety.org/guidelines/list-of-guidelines/ 

• Health Research & Educational Trust (HRET) (August 2018). Adverse Drug Events Change Package: 
2018 Update. Chicago, IL: Health Research & Educational Trust. Available at: http://www.hret-
hiin.org/Resources/ade/18/adverse-drug-events-ade-change-package.pdf 

• Institute for Safe Medication Practices (ISMP)—Medication Safety Self-Assessment® for High-Alert 
Medications. Available at: https://www.ismp.org/sites/default/files/attachments/2018-
01/EntireAssessmentWorkbook.pdf 

• Pennsylvania Hospital Engagement Network—Opioid Knowledge Self-Assessment Tool for Prescribing 
Practitioners: Available at: http://patientsafety.pa.gov/pst/Documents/Opioids/assessment.pdf 

• Pennsylvania Hospital Engagement Network—Organization Assessment of Safe Opioid Practices: 
Available at: http://patientsafety.pa.gov/pst/Documents/Opioids/organization.pdf 

• Minnesota Hospital Association—Road Map to a Medication Safety Program. Available at: 
https://www.mnhospitals.org/Portals/0/Documents/ptsafety/ade/Medication-Safety-Roadmap.pdf. 

• Project Support for Hospital Opioid Use Treatment (SHOUT): Start and Maintain Patients on Effective 
Treatment for Opioid Use Disorder. Available at: https://www.projectshout.org/  

• Project SHOUT: Opioid Toolkit: Available at: https://www.projectshout.org/toolkit 
• Society of Critical Care Medicine—Pain, Agitation/Sedation, Delirium, Immobility, and Sleep Disruption 

(PADIS) Guidelines: 2018 Clinical Practice Guidelines for the Prevention and Management of PADIS in 
Adult Patient in the ICU: Available at: https://www.sccm.org/ICULiberation/Guidelines.  
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