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Responsibility for Managing Drug Risks

~ederal agencies
Drug manufacturers, developers, distributors

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

A Healthcare professionals and their societies

A State regulatory bodies (including licensure an
oversight boards)

A Health plans, insurers, PBMs

A Patients, caregivers, consumers, and organizations
that represent them 3
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Unavoidable Risks

A Gaps in current knowledge

Unknown risks from new drugs not detected In
clinical trials

A Rare events

A Risks from use with other healthcare products

A Risks from off-label uses

Common events not recognized as side effects

A Unpreventable known side effects
Inability to predict who will have known side effects

A side effect that occurs even when all parts of the
medication use process are executed optimally
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Manageable (Preventable) Risks

A Unintended or accidental exposure
acetaminophen containing products

A Intentional misuse, abuse, and self harm
long acting opioid products, acetaminophen

A Drug quality defect ( manuf acturer so
responsibility, with FDA oversight)

Heparin

A Medication errors
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Medication Use Process - Opportunities

Prescribing - Transcribing - Dispensing - Administering - Monitoring
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Historical FDA Rolei Regulatory

A Maintaining drug quality
A Premarket evaluation of drug safety and
effectiveness

A Appropriate drug labeling
A Drug advertising and promotion

A Postmarket surveillance for unexpected
side effects



U.S. Food and Drug Administration www.fda.gov
FID/A

Protecting and Promoting Public Health

Safe Use Initiative T Non-regulatory

A What? F D A 0 s-requlatory activities to
reduce risks (preventable harm) from Rx and
OTC drugs

AWhy? FDAOsSs regulatory au
sufficient to prevent harm

A How? Partnering with those involved in
healthcare who can control, modify or
iInfluence behavior and practices

A When? Now
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Safe Use: A Risk Management Model

Identify and
characterize the

Implement
the Strategy

Select a Strategy

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. 9



rl.) a U.S. Food and Drug Administration www.fda.gov
r Protecting and Promoting Public Health

Our Partners/Stakeholders
A Other federal agencies

A Pharmacies, hospitals, other
nealthcare entities

A Healthcare professionals and societies

A State regulatory bodies

A Health plans, insurers, PBMs

A Patients, caregivers, consumers, and
organizations that represent them

A Drug manufacturers, developers and distributors
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Sources for Safe Use Activities

Identify and

Al nput from o6par
Listening sessions
Comments to docket
Public meeting in late fall

Meetings such as this
A Complementary to ongoing regulatory actions
Acetaminophen-containing products

Long acting/sustained release opioids
Long acting beta agonists for treatment of asthma

A Opportunities to add value to existing programs
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Setting Priorities for Safe Use Activities

Analyze and evaluate for:

A degree of preventable harm

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

A ability to engage stakeholders for collaboration
A ability to measure outcomes and impact
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Requlatory Safe Use

A Require new warnings or A Convene stakeholders for
other labeling changes a workshop

A Issue a drug safety A Form public-private
communication partnerships

A lIssue a guidance for A Support health literacy
iIndustry efforts or HIT activities

A Bring to an advisory A Work with standard-setting
committee organizations

A Require new studies to A Participate in a broad
assess safety signals public education effort

A Require Risk Evaluation A Support new efforts to
and Mitigation Strategy disseminate safety

(REMS) Information to HCPs 13
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Alcohol-based surgical skin preps

Ignition Source
Surgeons—ESUS, lasers, eftc.

A Contribute to
operating room fires

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

Oxidizer
Anesthesia Providers— Nurses—drapes,

02, N20, etc. prepping agents, etc.

The classic fire triangle and |al components. ‘ / A E ntl fe Iy p feve ntab | e

volved with different sides of the g
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Regulatory

Drug Facts

lodine povacrylax {0.7% available iodine)....... ...
Isopropyl alcohl, 74% w/w ...

Uses

patient proopermtive skin preparation: = for preparaton of tho skin prior to surgery
* helps reduce bactena that potentially can cause skin infection

For external use only. Flammable, keep away from fire or flame.

To reduce the risk of fire

o do not use 26-mL applicator for head and neck surgery

e (o not use on an area smaller than 8 in. x 10 in. Useamauappllcatmnslead
"ngrwmmwandmmoﬁ' umimahle

%0 NOT SCRUB. Paint a single, uniform applicaton and do not reprep area.
lo not aflow solution to pool. Use sponge applcator to absorb excess solution and continue to

pply 2 uniform coating. IT solution accidentally gets putside of prep area, remove excess with gauze.

lean umbilicus with enclosed swabs when applicable. {Moisten swabs by

ressing aganst solution-soaked sponge applicator.) @ n
1ck prep towels as needed under both sides of the neck to absorh excess

olution. Remove towels before draping.

void getting solution inte hairy areas. If this occurs, wape hair with towel. Solution may take much
mger ta dry or may not dry completely.

Men prepping skin folds, toes, or fingers, use a stenle-gloved hand to hold skin apart until
pmpletely dry. Otherwise, skin may adhere to itself.

r Applying Solution:

1 reduce the risk of fire, wait until solution is completely dry (minimum of 3 minutes on
airtess skin). Solution will turn from a shiny to a dull appearance on skin alerting the user that the
plution is compietely dry and no longer flammable.

e Waiting for Solution to Completely Dry:

0 not drape or use ignition source (e.g., cautery. laser)

heck for pooled solution. Use sterile gauze 1o scak up pooled solution.

0 not blot because it may remove solution from skin.

amove solution-stained materials. Replace if necessary.

r Solution is Completely Dry:

1 reduce the risk of fire, begin draping and/or us ng cautery only after solution
i completelv dry and all solution-stained materials are removed

Safe Use

A Contact stakeholders

Standard setting, payers,
purchasers

v

A Hold workshop

A Assess barriers to safe
use of products
associated with OR fires

A Develop and implement
specific interventions
based on stakeholder
Input
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Acetaminophen

A Many OTC and Rx
products contain

acetaminophen

A Consumers unaware

A Issues with health N ey W
Iiteracy ‘ \ \ ver Reducej

A Confusion with liquid
formulations when
dosing young children
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Acetaminopheni- A Work In Progress
Regulatory Safe Use

A Acetaminophen Awareness
Coalition

A PROTECT Initiative

A Pharmacy: boards, other
organizations

A Compile safety data

A Advisory Committee
meeting June 2009

A Assessing options:
New, stronger warnings on

Rx and OTC products How can we reduce confusion?
Require changestototal A Can we help prescribers
daily dose, amount/dose educate patients?

Changes to concentrations 4 " "
in the liquid formulations A Additional opportunities from
partnership with PQA?
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Long Acting Beta Agonists (LABAS)

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

severe asthma
A Most use now as fixed combination (FDC)

A Feb 18, 2010 FDA safety alert:
Use only if inadequate control after maximizing ICS
Taper once asthma symptoms controlled/stabilized

Only FDC in children to avoid potential for single
agent LABA 6



