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Discussion on producing IMSN
guidance on safer labelling and
packaging of medicines

Discussion led by David Cousins (UK)
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Participants agreed that guidelines are needed regarding the presentation of
critical label information to deal with look-alike labels, noting that logos and
highly stylized graphics detract from readability of the label. They also
suggested review of existing guidelines and consideration of the following best
practices related to drug labelling and packaging:



DIMSN

What do we need to produce?
There is a lot of national guidance already
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Guidance for Industry

Good Label and Package Practices Safety Considerations for Container
i Guldefor Prescifpon Brags Labels and Carton Labeling Design to
A guide to the T 1 Minimize Medication Errors
graphic design of
medication packaging
! DRAFT GUIDANCE

This gnidance document is being distributed for comment purposes only.

Design for Safety
Comments and suggestions regarding this draft document should be submitted within 60 davs of
publication m the Federal Register of the notice announcmg the availsbility of the draft
guidance. Submit electromic comments to http: Wi, regulations. zov/. Submit written
comments to the Division of Dockets \Ia.na.eemant (HFA-303), Food and Drug Adnumistration,
5630 Fishers Lane, rm_ 1061, Rockville, MD 20852, All comments should be identified with
the docket number listed in the notice of availability that publizhes in the Federal Regicter.

For questions regarding this draft document contzct (CDER), Office of Surveillance and
Epidemiology, Division of Medicztion Error Prevention and Analysiz. Carol Holquist 2t 301-
796-0171.
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Targeted International best practice for safe
labelling and packaging of prescription medicines

The top 10 practices

With reference to more comprehensive and detailed
national guidance
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Missing best practice statements?

Product differentiation by use of colour and design
Identify critical information, font size and spacing

Put critical information in the same field of vision on at
least three non opposing faces
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Secondary packaging
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1. Include both the per mL and the per container quantity,
not the per mL quantity alone, when presenting the
concentration for injectables

Proprietary Name

Generic Name

Sml ampoules Smag/ml
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2. Use metric units for products, and eliminate ratio

expressions

Proprietary Name

For SC IC,IM or perineural use
10 x 10ml ampoules at 20 mg/ml

Generic Name

200mg/10ml
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3. Eliminate potentially error-prone abbreviations and dose
designations on labels, such as U for units, U for
international units, or trailing zeros (e.g., 1.0) to express
strength
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4. Prominently display cautionary statements on carton and
iImmediate container labels of neuromuscular blockers,
potassium chloride concentrate injection, methotrexate,
and other selected error-prone medications
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5. Use contrasting label backgrounds for the printing on
glass ampules, and recommend font size and label
orientation, to improve readability
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6. Physically link or integrate diluents with drugs that are
powders
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/. Increase the adoption of ready-to-use/ready-to-administer
syringes, premixed |V solutions, unit-dose packaging, and
other more efficient, safer packaging, while considering the
overall cost of implementation
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8. Develop product-specific world safety standards; for
example, standard packaging for non-oncologic
methotrexate to prevent accidental daily use and overdoses

Methotrexate 25 mg 1ablets
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9. Include barcodes on packages so they can be scanned
at the bedside or other locations where medications are
dispensed or administered by healthcare providers
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EU Falsified Medicines Directive

Manufacturers
(brands or generics)

Parallel traders

European Hub

National
system

National
system

National
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Wholesalers

National

Wholesalers system
; Pharmacies
; A
Pharmacies Wholesalers N
Pharmacies Wholesalers
Data uploads Data exchange Verification Authentication
Scanning and authentication of packs will come in to effect across Europe from Saturday il February

2019, following the publication of a Delegated Regulation [2016/161] which set out details for the
unique identifiers, the national verification systems and the responsibilities of manufacturers,

wholesalers and pharmacies.
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The EU Falsified Medicines Directive
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New Focus For IMSN

GOOD MANUFACTURING PRACTICE

Good Clinical
Medication Practice

Health Care Provider
Regulators and
Accreditation
Organisations




