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Disclaimer
The views and opinions expressed in this presentation represent
those of the presenter, and do not necessarily represent an
official FDA position.
Reference to any marketed products is for illustrative purposes
only and does not constitute endorsement by the U.S.
Government, the Department of Health and Human Services, or
the Food and Drug Administration.
Any labeling statement examples in this presentation reflect
preliminary considerations and are included to generate scientific
discussion. They do not represent FDA recommended labeling
statements.
www.fda.gov
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Overview
•
•
•
•

Accidental Exposure
Misuse
Third Party Access
Excess Supply

www.fda.gov
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Approach to Development
Identify Target
Problem(s) and
Associated
Behaviors

• What labeling claim(s) are
being pursued?
• Is the goal to address one
problem or multiple
problems?

Develop Design

• What design features or
technologies are needed to
target the problem(s) we are
trying to address?

Collect Data

www.fda.gov

• What data will be
needed?
• Data will drive the
labeling
4

Accidental
Exposure

Excess
Supply

Identifying
Problems

Misuse

Third Party
Access
www.fda.gov
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Accidental Exposure

Accidental
Exposure

“These kids aren’t making a choice because they
are trying to get high on a substance. It’s that the
pills are everywhere.”
www.fda.gov

The New York Times, Sept 20, 2017, https://www.nytimes.com/2017/09/20/us/opioid‐deaths‐children.html
Image: Asociación Española de Pediatría, http://enfamilia.aeped.es/temas‐salud/intoxicaciones‐por‐
6
medicamentos‐en‐ninos

Accidental Exposure
Findings: “This retrospective
analysis of 13,052 national
hospital discharge records
found that pediatric
hospitalizations for opioid
poisonings increased nearly
2‐fold from 1997 to 2012.
Hospitalization rates were
highest in older adolescents,
but the largest percentage
increase in hospitalizations
over time occurred among
the youngest children
(toddlers and preschoolers)”

www.fda.gov

Gaither J et al. JAMA Pediatrics 2016; 170(12):1195‐1201
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Accidental Exposure

There were significant associations between adult medication use and exposures and
poisonings in children…These associations were generally twice as strong for opioids as
other drug classes and strongest among children 0 to 5 years of age across drug classes.
Burghardt LC et al. Pediatrics 2013; 132:18‐27
www.fda.gov
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Accidental Exposure
Why do accidental ingestions continue to occur?
• Improper use of child‐resistant closures
– Leaving container open
– Incompletely closing container
– Transferring contents of one bottle to another container

• Availability of non‐special packaging, on request, for
prescription medication
• Inadequate quality control by manufacturers leading
to defective closures
• Violations of the law by the pharmacist and/or the
dispensing physician
www.fda.gov
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Accidental Exposure
Where might we focus interventions?
Decrease
available
supply that
children can
access

www.fda.gov

Make it more
difficult for
children to
access the
available
supply

Other?
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Accidental Exposure
• Example
– Parent leaves bottle of XXX on table or counter and has not
properly twisted the cap back on. Toddler finds the bottle
and easily opens the top and eats the medicine. Toddler is
subsequently hospitalized for massive overdose of XXX.

• Labeling Considerations*
– The packaging has characteristics expected to lower the
risk for accidental pediatric exposure of XXX. However,
pediatric accidental exposure of XXX is still possible.
* Any labeling statement examples in this presentation reflect preliminary considerations and are included to generate scientific
discussion. They do not represent FDA recommended labeling statements.
www.fda.gov
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Misuse

Misuse

“Roughly 21 to 29 percent of patients prescribed
opioids for chronic pain misuse them.”
Vowles KE et al. PAIN 2015; 156(4): 569‐576
National Institute on Drug Abuse (NIDA) https://www.drugabuse.gov/drugs‐abuse/opioids/opioid‐overdose‐crisis#six
Image: Liga da Saúde, https://ligadasaude.blogspot.com/2012/09/idosos‐podem‐estar‐usando‐medicamentos.html
www.fda.gov
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Misuse
Each day more than
1,000 people are
treated in emergency
departments for not
using prescription
opioids as directed

The DAWN Report. Rockville, MD: US Department of Health and Human Services, Substance Abuse and Mental Health Services
Administration; 2013.
Image: The University of Texas at Austin, http://www.texasenterprise.utexas.edu/2013/10/10/innovation/reinventing‐er‐
hospital‐takes‐cues‐assembly‐lines
www.fda.gov
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Misuse
Unintended Misuse*
• Example
– Patient forgets to take
medication
– Patient doesn’t understand
how often to take
medication

www.fda.gov

Intended Misuse
•

Example
– Therapeutic use of drug by a
person other than the
intended patient that may
result from sharing of
medication (e.g., giving a
friend a Vicodin tablet for
her migraine)
– Intended patient uses more
drug than prescribed to self‐
treat increasing or
breakthrough pain
– Intended patient retains
leftover opioid in case of
future pain (contributing to
excess available supply
which could potentially be
accessed by a third party)

*The use of the term “unintentional misuse” in this context is not to be confused with the definition of misuse as the
intentional therapeutic use of a drug product in an inappropriate way that specifically excludes the definition of abuse
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Misuse
• Could contribute to accidental overdose of an opioid
• Could be a sign of developing addiction
• Could contribute to excess available supply that is
susceptible to access by a third party
• Could contribute to individuals not seeking necessary
care from a healthcare provider

www.fda.gov
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Misuse
• Labeling Considerations*
– The packaging has characteristics that improve patient
compliance with labeled directions for use.
– The packaging has characteristics that will destroy XXX after
## days of use, eliminating excess supply of XXX.
– The packaging has characteristics expected to discourage the
sharing of XXX.

* Any labeling statement examples in this presentation reflect preliminary considerations and are included to generate scientific
discussion. They do not represent FDA recommended labeling statements.
www.fda.gov
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Third Party Access ‐ Outpatient

Third Party Access

“Primary prevention of nonmedical use of
prescription opioids in late childhood may prevent
the onset of more severe types of drug use such as
heroin at later ages.”
www.fda.gov

Cerdá M et al. J Pediatr. 2015; 167(3): 605‐612
Image: Choose Help, https://www.choosehelp.com/blogs/prescription‐drug‐abuse/teen‐campaign‐against‐
deadly‐abuse‐of‐prescription‐drugs.html
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Third Party Access

www.fda.gov

NCHS Data Brief No. 282, August 2017
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Third Party Access ‐ Inpatient

www.fda.gov
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Third Party Access ‐ Inpatient

Image: Rx‐wiki, http://rx‐wiki.org/index.php?title=File:AcuDose‐RxLargeMainCabinetSideView‐hires.jpg
Image: Outpatient Surgery Magazine, http://www.outpatientsurgery.net/surgical‐facility‐administration/legal‐and‐
regulatory/colorado‐nurse‐indicted‐for‐pain‐med‐theft‐‐e‐06‐09‐09
Image: Opiate Addiction & Treatment Resource, http://www.opiateaddictionresource.com/media/images/fentanyl_iv
www.fda.gov
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Third Party Access
•

•

Example
– Outpatient
• Adolescents in a household who might be curious or
experimenting with opioids
– Inpatient
• Healthcare professional withdraws injectable opioid product from
vial for self administration and replaces the removed content with
saline
Labeling Considerations*
– The packaging has characteristics expected to reduce use by persons
other than the intended patient.

* Any labeling statement examples in this presentation reflect preliminary considerations and are included to generate scientific
discussion. They do not represent FDA recommended labeling statements.
www.fda.gov
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Excess Supply

Excess Supply

“…leftover prescription opioids from previous
prescriptions account for a substantial source of
[nonmedical use of prescription opioids] among high
school seniors in the U.S.”
www.fda.gov

McCabe SE et al. J Adolesc Health 2013; 52(4): 480‐5
Image: GeriPal, http://www.geripal.org/2013/08/inappropriate‐management‐of.html
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Excess Supply

Accidental
Exposure

www.fda.gov

Misuse

Third Party
Access

Excess
Supply
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Several Small Studies Have Assessed Leftover
Pills, Storage, and Disposal After Surgery
Weeks Later

• Asked the patient:
– How many pills used/remaining
– Whether they disposed of excess opioid medication
– How/where they stored excess supply
www.fda.gov
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Opioid Prescribing: Surgical Procedures
Mean (range)
tablets filled

Mean tablets
consumed

Mean
tablets
remaining

Laparoscopic Inguinal Hernia Repair

33 (15‐70)

9

23

Open Inguinal Hernia Repair

30 (15‐120)

9

21

Laparoscopic Cholecystectomy

30 (0‐100)

10

20

Cesarean Delivery

40 (5‐80)*

20*

15*

Partial Mastectomy

21 (0‐50)

3

18

Partial Mastectomy with Node Biopsy

23 (0‐60)

6

17

Tooth Extraction

28 (n.d.)

13

17

Dermatologic Surgery

9 (3‐20)

4

5

Orthopedic Surgery

80 (n.d.)

n.d.

30

30 (n.d.)

14 (Bone)
9 (Soft Tissue)

19

55 (n.d.)

n.d.

20

Procedure

Upper Extremity Surgery
Outpatient Shoulder Surgery
* Median number of pills
www.fda.gov

Sources: Hill, et al., Ann Surg, 2017; Bateman, et al., Obstet Gyn, 2017; Maughan, et al., Drug Alc Dep, 2016,; Harris, et al., JAMA
Dermatol. 2013; Bockman, et al. J Pain, 2017 (Abstract); Rogers, et al., J Hand Surg, 2012; Kumar, et al. AJSM, 2017
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Excess Supply
• Example
– Patient does not use all of his prescribed medication and
leaves the leftover medication in the medicine cabinet.
Subsequently, ___________finds the excess supply of XXX.

• Labeling Considerations*
– The packaging has characteristics that will destroy XXX
after ## days of use, eliminating excess supply of XXX.

* Any labeling statement examples in this presentation reflect preliminary considerations and are included to generate scientific
discussion. They do not represent FDA recommended labeling statements.
www.fda.gov
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