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Safe Use Initiative

 Complements the regulatory authority 
of the Center

 Focused externally activities within 
healthcare community - those who 
prescribe, dispense, administer and 
use prescription and over the counter 
drugs

 FDA collaborate and partner with 
those involved to positively influence 
the safe use of OTC and prescription 
drugs to reduce preventable harm

The vast majority of harm from approved drugs occurs 

because of suboptimal use including: misuse, inappropriate 

use, failure to use and medical mix-ups and these are 

preventable



Goals of the Safe Use Initiative

 To create long lasting public and private partnerships within the   

healthcare community in order to influence and encourage safe 

medication use through coordinated efforts

 To have an increased national awareness of how to safely use 

prescription and OTC medications thus reducing preventable harm and 

creating a healthier nation

 To develop true and reliable measures of the success of Safe Use 

through collaborations and partnerships within the healthcare community 

in increasing safe medication use and decreasing preventable harm



Achieving the Goals of Safe Use

 Identify CDER regulated products that appear to be 

implicated in unsafe medication practices and identify 

areas in which unsafe medication practices occur 

 Partnerships and coordinated efforts with public and 

private healthcare organizations

 Gather information regarding unsafe use of identified  

regulated products and or areas of unsafe use      

 Influence safe use through a unified approach with outreach,  

education and support networks 

 Develop measures to determine how well the safe use       

message is being heard and understood       



Reaching out to Partners

Thinking Globally

 Federal Agencies –-

 Professional Societies -- Physicians, Nurses,      

Pharmacists…..

 Healthcare Safety Organizations --

 Organizations for Consumers --

 Payer Organizations --

 Accrediting, and or Standard Setting Groups --

 Others



Reaching out to Partners

But Starting Locally

 FDA

 Review Divisions

 Office of Special Health Issues

 Drug Safety Oversight Board

 Office of Communications

 Other Centers 

 Pediatric and Maternal Health Staff

 Office of Women’s Health

 Public Affairs Specialists (PAS)



Safe Use Projects

Sources for Safe Use Projects

 Research of Literature, Databases and News Sources

 Discussions with CDER Director, CDER DSB, Review divisions 
and Staff

 Listening sessions with public agencies and private 
organizations involved in healthcare and public health

 Larger public meeting      

 Submissions to Safe Use Docket at Regulations.gov



Safe Use Projects

Reasons for Choice of Potential Projects

 FDA regulated product, therapeutic class of products or potentially a 
therapeutic area that demonstrates public health and public safety issues

 Population based data provides support for intervention and action

 Actions and activities would be within the scope of safe use (could 
not be handled within the regulatory purview of FDA or another 
agency) 

 Impact of actions can be measured/quantified

 High risk of preventable harm or serious preventable harm

 Concern within the public and healthcare community and willingness 
and interest to work towards resolving



Safe Use Projects

Acetaminophen

 Non-prescription (OTC) and Prescription

 Risks of taking more than recommended dose – Liver 

damage

 One of the main reasons for liver transplant

 Overdoses can cause organ failure and death

 Regulatory actions are happening – lots of activity



Safe Use Projects

Acetaminophen

 Safe Use Role

 Beyond the regulatory actions

 Bridge the information gap - Partner with healthcare 
professionals, healthcare organizations, and consumer groups 

to enhance

 Awareness of what drugs have acetaminophen, APAP,       
paracetamol

 Understanding of the harm if used improperly



Safe Use Projects

Alcohol Based Skin Preps

 Cleansing skin prior to surgery

 Risks of Surgical Fire (100-600/year)

 Electrocautery device used (Spark)

 Alcohol containing Skin prep (Fuel)

 Oxygen (Oxidizer)



DuraPrep 26 mL



Safe Use Projects

Alcohol Based Skin Preps

 Determine what information would prevent fires and harm 
to the patient

 Determine what methods would prevent fires and harm to 
the patient

 Discussions with CDRH

 External contact and discussion with external stakeholders



Safe Use

Where are we now

 Beginning –

 Nov 4, 2009, rolled out the safe use initiative

 Document and Website

 Docket opened for comments - http://www.regulations.gov

 Starting with pilot projects and gathering data

 Connecting and Collaborating with federal partners

 Gaining contacts and initiating listening sessions with healthcare 

organizations/stakeholders to understand their safe use concerns

 Planning larger healthcare public meeting to occur in 2010 


