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R PRARMAC

30 June 2015

Cstablishment of PHARMAC labelling preferences

FHARMAC is seeking feedback on the development of pharmaceutical labslling preferences
{(PHARMAC Iabelling preferences).

By establishing PHARMAC lahelling preferences, we aim to:

e suppott the Ministry of Heslth 1o reduce preventable harm from medication errorg and
improve patient safety,

e provide guidance and therefore transparency to suppliers on PHARMAGC s iabelling
preferences when considering a pharmaceutical for funding

s ansure a consisterd approach fo the assessment of pharmaceutical labeliing when
reviewing samples, particularly during our tender processes; ang

= align with international best practice.

FHARMAC would work alongside the Minisiry of Health, including Medsafe, (¢ ensure its
labelling preferences align with any new requlatory reguirements. The Ministry is currently
developing a new regulatory regime for therapeutic products, following the dedsion o cease
efforts on the Ausiralia New Zealand Therapeutic Products Agency {(ANZTPA) This new
regime could resull in changes o labelling requirements.

FHARMADC considers that labelling developed in accordance 1o these preferences would be
of particular benefit to dispsnsers and prescribars, who are frequently exposed to the
original packaging. The PHARMAC labeling preference would be considered alongside
FPHARMAC s other Operating Policies and Procedures and matters for evaluation.

The preferancas proposed cover those factors which rmost frequently cause concarmn o
PHARMAC and its clinical advisors, Additional labeling concems and preferences would he
addressed on a case by case basis.

We are interested in vour views on what should be included in the PHAREMAC iabeliing
preferences. Please use the following questions to help guide your faedback

¢ Are there any aspects of the proposed preferences which are unclear or could iead o
confusion’

o  FHARMAC s considering whether o elaborale on ifs labelling preference 3.1.1, and
state that it would prefer the generic name to have equal or greater prominence than the
trade name, for example, by having the generic name appear in a larger and/or bolder
font. This would nead o be considered with overall readahbility on a case-by-case basis.
Are there any concerns with this slahorated preference?
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e PHARMAC is considering whether o include a preference for the primary strengih
representation for other liquid formulations. Are there any concems or exceplions o this
heing the total quantity of the active pharmaceautical substance per fotal volume and par
mi?

= Are there other safely warnings not outlined in the Act or Regulations that PHARMAC
should consider stating a preference for?

s Are there other preferences which PHARMAG should consider in developing its labelling
preferences for pharmaceuticals?

¢ Ars there any concerns in this approach or particular situations that should be
aexceptions o these preferences?

o \\\\

Plaaze provide feedback by answering the questions that follow, or by providing any othary
views or inforrnation to us. We would prefar this feadback to be in wriling, and provided 1o us
through this survey or altermatively provided o us al;

Chioe Dimock Email: consult@pharmac.govinz
Tender Analyst

PHARMAC Fax: 04 460 4995

PO Box 10 254

Wellington 6143

‘\\\ Your fesdback should be provided to PHARMAC by 4 August 2015

,
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All feedback received before the closing date will be considered by PHARMAC's Board {or
its delegate) prior to making a decision on this proposal,

Foedback we recelve is subject lo the Official Information Act 1982 {OlAY and we will
consider any request to have information withheld in accordance with our obligations under
the OIA. Anvone providing fesdback, whether on their own account or on behaif of an
organisation, and whether in a personal or professional capacity, should be aware that the
corttent of thair feedback and thelr identily may need o be disclosed inresponse to an OIA
request.

We are not able o freal any pat of your feadback as confidential unless you specifically
request that we do, and then only to the extent permissible under the THA and other relevant
laws and requirements. § you would ke us to withhold any commercially sensitive,
confidential propristary, or personal information included in vour submission, please clearly
state this in your submission and ideniify the relevant seclions of your submission that you
would fike it withheld. PHARMAC will give due consideration [0 any such request.
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PHARMAC runs competitive processes whereby one single brand becomes the Sole
Subsidised Supply (538) brand and/or Hospital Supply Status (HSS) brand.

One of the largest procurameant activities PHARMAQC runs is the annual nvitation to Tender
{Tender). The Tender iz released in Novembear every year and pharmaceutical suppliers bid
for 858 and/or HES of arcund 400-800 pharmacsutical presentations.

As part of s evaluation of the bids received, PHARMAL sesks advice from s Tender
Medical Dvaluation Subcommiitee of The Pharmacology and Therapeulics Advisory
Commitiee (TMESC) and other clinical advisors. TMEST and other clinical advisors review
samples and consider whether these pharmaceuticals would be suifable for 838 and HSS,
Suitabifity of a pharmaceutical is the praclicality and appropriateness of a pharmaceulical
given its use/s in the Mew Zealand community and/or hospital markels as advised by
FHARMAC's clinical advisors. Thiz includes whether the paciaging and presentation is
appropriate and whather there are any presentation issuses with the pharmaceutical.

Every year, the TMESC identifies similar concerns with the suitahility of pharmacsutical

packaging and labelling. The most common concems are:

= Visibility of the interational non-proprietary {generic) name baing poor.

¢  Expression of formulation type being confusing.

¢  Expression of concentration being confusing.

e Use of error-prone abbreviations, symbols and dose designations in packaging and
labelling.

e Vigihility of routes of administration and use of negative statements instead of posilive
statements to describe thess.

= Poor use of colour to differentiale between strengths of pharmaceuticals due to the use
of a sirnilar tone or hue.

e Visibilily and use of warming labels.

FHARMALC considers that the establishment of PHARMAC labslling preferences would
provide suppliers with clarity on Iabelling considerations and ensure a consistent approach
to reviewing pharmaceuticals. This would also enable suppliers to pre-empt these particular
issues when designing labelling and packaging.

These preferences would be used in the review of tender samples as well as other
pharmaceuticals being considered for funding.
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The primary purpose of pharmaceutical labelliing and packaging is to provide clsar
unambiguous identification of the pharmaceutical and the conditions for its safe use. Bafe
use of pharmaceuticais depends on end users interpreting labelling and packaging
accurately and being able to assimilate and act on the information presented.

FHARMAC considers the guidelines described in the International Medication Safety
MNetwork (IMSN) 2013 Posilion Slatement should largely he adoptsd. This documant has
collated published documents on guidance for safe design of pharmaceutical labels and
packaging from around the world, including gquidelines developed by the Medicings and
Healthcars products Regulatory Agency (MHRA-UK), National Patient Safety Agency (NHE)
and the United Siates Food and Drug Administration (FDA)L
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PHARMAC appreciates the New Zealand market is small on a global scale and considers
the use of harmonisad packaging with other giobal markets is desirable. PHARMAC would
continue to take a pragmatlic approach when considering products for funding.

The proposed preferencas have nol adopted the IMEN document in its entirety as not all of
the guidelines can/should be applied o all pharmaceuticals all of the time.,

These prefersnces have been primarnly developed for medicines. Al this stage these
preferences do not extend to medical devices being considerad by PHARMAC for funding.
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Resources used in the development of tha

The folfowing rescurces have been used in the ﬁevelgpmem of he PHARMAL labelling
preferences and go into further detail on best practice:

1. international Medication Safety Nebtwork. Position Statement Making Medicing Naming,
LabeHing and Packaging Safer. Available at:
hitpdlendglish prescrire org/Docuy/imanes/IMSNIMEN  MakingMedisinesMaminglabelingAndP
aekagingSafer?0is pdi

2. Medsafe New Zealand Madicines and Madical Davices Safety Authority. Guideline on the
Regulation of Therapeutic Products in New Zealand Part 3 Labeliing of medicines and related
pmducts Ediition 1.4 February 2015, Available at
oy medsafe. covingfenulatondGuideing/GRIPN Pani dog

3. World Heslth Organisation. Essential medicines and health pmducts Guidance on IMNN.
Available at hitn e whodnimedicines/services/inn/innguidancelen/

4. World Health Organisation. Essential medicines and health products, Publications: Publishing

i

IMNN Lists. Available st hitndrssww o wholintmedicines/services/inn/innouidance/san/

5. New Zaaland Univarsal List of Medicines. Available at hitndhwww npudimoargnzf

8. Medicines and Healthcare Products Regulatory Agency {UK). Best Praciice Guidance On The
Labeting and Packaging Of Medicines. Available at:
hiiosShwwwe gov uldgovernt *t?te;'st-”s§3§nad%-"’<‘vgﬁfh=ﬂ;"smisamfﬁim:'& nenl datafie/3Z8404/Bast oy
aclice guidance on the labelling and packaging of medicings.pdf

7. National Fatient Safely Agency (England and Wales) Helen Hamiyn Research Centra,
Design for patient safely: A guide fo the graphic design of medication packaging. London
(2007). Available ab: wew nrds npsa nhsuldrescurces/collectionsidesigndorpalisnt-

2

sajely! Teninad 4503053

g. National Palient Safely Agency (England and Wales) Helen Hamiyn Hesearch Centre. Design
for patient safety: A quwe 0 the labeldling and packaging of injectable medicines. London,
2008, Available ab: hifpy/fweaw s nipsa.nis widrasources/icollections/desan-dor-patient-

ffote

safelv/feninadd S =5883 3

8. Health Quality and Safely Commission New Zealand. Error-prone abbreviations, symbols and
dose designsiions, May 2012, Available at: hitpdewew igee govinz/asseis/Medication-
SafetAlers PR/Posiet-error-prong-abbrevialions-nol-ic-use il

10. Hest practice guideline on prescription medicing abelling {published by the Australian
Therapeuatic Goods Administrabion November 2005) bt /Avww G cov.au/indusitviiabeliing-
pav-bast-oracice him

11, Guideline on the readability of the labelling and package leaflet of medicinal products for
humian use {Revision 1 published by the European Commission 12 January 2009)
hindfecoungaawheaith/fies/sudmiadal-

SAN00 1 12 readabiiy quideling fingl enpdi
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