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The Yin and Yang of Medications

Benefits

Risks

Good

Bad



33

Responsibility for Managing Drug Risks

ÁFederal agencies

ÁDrug manufacturers, developers, distributors

ÁPharmacies, hospitals, other healthcare entities 
(including federal and state-operated)

ÁHealthcare professionals and their societies

ÁState regulatory bodies (including licensure an 

oversight boards)

ÁHealth plans, insurers, PBMs

ÁPatients, caregivers, consumers, and organizations 
that represent them
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ÁGaps in current knowledge 
ÁUnknown risks from new drugs not detected in 

clinical trials
ÁRare events 

ÁRisks from use with other healthcare products 

ÁRisks from off-label uses

ÁCommon events not recognized as side effects

ÁUnpreventable known side effects
ÁInability to predict who will have known side effects

ÁA side effect that occurs even when all parts of the 
medication use process are executed optimally

Unavoidable Risks
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ÁUnintended or accidental exposure
Áacetaminophen containing products

ÁIntentional misuse, abuse, and self harm
Álong acting opioid products, acetaminophen

ÁDrug quality defect (manufacturersô 
responsibility, with FDA oversight)

ÁHeparin

ÁMedication errors

Manageable (Preventable) Risks
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Medication Use Process - Opportunities

Prescribing  - Transcribing  - Dispensing - Administering  - Monitoring
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Historical FDA Role ïRegulatory

ÁMaintaining drug quality 

ÁPremarket evaluation of drug safety and 
effectiveness

ÁAppropriate drug labeling  

ÁDrug advertising and promotion

ÁPostmarket surveillance for unexpected 
side effects
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Safe Use Initiative ïNon-regulatory

ÁWhat? FDAôs non-regulatory activities to 
reduce risks (preventable harm) from Rx and 
OTC drugs

ÁWhy? FDAôs regulatory authority alone is not 
sufficient to prevent harm

ÁHow? Partnering with those involved in 
healthcare who can control, modify or 
influence behavior and practices

ÁWhen? Now
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Identify and 

characterize the 

issue

Implement

the Strategy

Select a Strategy

Identify and

Analyze Options

Perform  root cause 

analysis

Engage Partners

and Other

Stakeholders

Evaluate Results

Adapted from: Managing Risks from Medical Product Use: Creating a Risk Management 

Framework. Report to the FDA Commissioner from the Task Force on Risk Management. 

Safe Use: A Risk Management Model
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Our Partners/Stakeholders
ÁOther federal agencies

ÁPharmacies, hospitals, other 

healthcare entities 

ÁHealthcare professionals and societies

ÁState regulatory bodies

ÁHealth plans, insurers, PBMs

ÁPatients, caregivers, consumers, and 
organizations that represent them

ÁDrug manufacturers, developers and distributors

Identify and 

Characterize the 

issue

Implement

the Strategy

Select a Strategy

Identify and

Analyze Options

Engage 

Partners

and Other

Stakeholders

Perform Root 

Cause Analysis
Evaluate Results
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Sources for Safe Use Activities

ÁInput from ópartnersô

ÁListening sessions

ÁComments to docket

ÁPublic meeting in late fall

ÁMeetings such as this

ÁComplementary to ongoing regulatory actions

ÁAcetaminophen-containing products

ÁLong acting/sustained release opioids 

ÁLong acting beta agonists for treatment of asthma 

ÁOpportunities to add value to existing programs 

Identify and 

Characterize the 

issue

Implement

the Strategy

Select a Strategy

Identify and

Analyze Options

Perform Root 

Cause Analysis

Engage Partners

and Other

Stakeholders

Evaluate Results
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Setting Priorities for Safe Use Activities

Analyze and evaluate for:

Ádegree of preventable harm 

Ápotential that interventions will help manage risks 
of the medication use process, complement 
ongoing regulatory actions, and reduce 
preventable harm

Áability to engage stakeholders for collaboration

Áability to measure outcomes and impact
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Regulatory

ÁRequire new warnings or 
other labeling changes

Á Issue a drug safety 
communication

Á Issue a guidance for 
industry

ÁBring to an advisory 
committee

ÁRequire new studies to 
assess safety signals

ÁRequire Risk Evaluation 
and Mitigation Strategy 
(REMS)

Safe Use

ÁConvene stakeholders for 
a workshop

ÁForm public-private 
partnerships

ÁSupport health literacy    
efforts or HIT activities

ÁWork with standard-setting 
organizations

ÁParticipate in a broad 
public education effort

ÁSupport new efforts to 
disseminate safety 
information to HCPs



1414

Alcohol-based surgical skin preps

ÁContribute to 
operating room fires

ÁEven the ~ 100-600 
OR fires/year in the 
US are excessive

ÁEntirely preventable
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Á

Á

ÁContact stakeholders

ÁStandard setting, payers, 
purchasers

ÁHold workshop

ÁAssess barriers to safe 
use of products 
associated with OR fires

ÁDevelop and implement 
specific interventions 
based on stakeholder 
input

Regulatory Safe Use
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Acetaminophen

ÁMany OTC and Rx 
products contain 
acetaminophen

ÁConsumers unaware 

ÁIssues with health 
literacy

ÁConfusion with liquid 
formulations when  
dosing young children
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Acetaminophen ïA Work in Progress

Regulatory

ÁCompile safety data 

ÁAdvisory Committee 
meeting June 2009

ÁAssessing options:
ÁNew, stronger warnings on  

Rx and OTC products

ÁRequire changes to total   
daily dose, amount/dose

ÁChanges to concentrations    
in the liquid formulations

Safe Use

ÁAcetaminophen Awareness 
Coalition

ÁPROTECT Initiative

ÁPharmacy: boards, other 
organizations
ÁHow can we reduce confusion?

ÁCan we help prescribers  
educate patients?

ÁAdditional opportunities from   
partnership with PQA?
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Long Acting Beta Agonists (LABAs)

ÁEmerging body of evidence: risks associated with 
single agent LABAs, without concomitant inhaled 
corticosteroid (ICS) for treatment of moderate to 
severe asthma

ÁMost use now as fixed combination (FDC)

ÁFeb 18, 2010 FDA safety alert:

ÁUse only if inadequate control after maximizing ICS

ÁTaper once asthma symptoms controlled/stabilized

ÁOnly FDC in children to avoid potential for single 
agent LABA


