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TGA Medicine Labelling and Packaging Review
Consultation Paper Version 1.0, May 2012
hereby provides comment on the above-mentioned consultation paper. While
we are in favour of the review overall, there are a few points which cause some concem.

Glossary of terms (P12)
"Blister strip: a sheet of plastic with pockets that contain tablets or capsules, sealed with a thin
sheet of aluminium."
Comment: We believe this definition is too narrow, in that it does not include the situation
where the blister is formed fl:om two sheets of aluminiu~Alu), nor does it allow for a
paper or laminated paper backing to the plastic sheet. _products are packaged into
Alu I Alu blisters.

Prominence of active ingredients on medicine labels (p15-19)
"1.2 On the :fi:ont/main panel of the label, the active ingredient must have equal prominence
.
with the brand name."
Comment: We are concemed that giving the active ingredient equal prominence without also
including the dosage form and route of administration may lead to problems.
_ h a s two products which contain mannitol. While both are encapsulated powders
for inhalation, one is a diagnostic aiel for asthma and the other is a chronic therapy for cystic
fibrosis. Also, there are other mannitol preparations on the Australian market with different
uses (eg. IV infusion and intraocular irrigation).
While it is unlikely that a pharmacist would confuse an IV bag with a carton of capsules or a
glass vial, the active ingredient may not necessarily distinguish a product. The brand name
. acts as a key identifier of any given product and a ruling to increase relative prominence of
the active ingredient without discussing dosage form and route of administration has the
potential in itself to create error.

Blister strip labelling (p32-34)
"6.1 The brand name of the medicine, the active ingredient and amount of active ingredient,
batch number and expiry date must be repeated at least once every two units."
Comment: This requirement presents considerable difficulty from a practical point of view.
_
orders pre-printed foil packaging material in bulk. This bulk foil may be used for a
number of batches and thus the batch number and expiry date cannot be pre-printed on the
foil.
During the packaging process the batch number and expiry are embossed onto the edges of
the blister strip. It is not possible to emboss anywhere in the middle of the blister strip,
without risking the blister seal integrity. Thus the batch and expiry date cannot be added
across every two units on a ten unit blister strip. A considerable investment in new machinery

and change to the current primary packaging process would be required to enable imprinting
across the middle of a blister strip.
Additionally, the approved dose for one of our products is 10 capsules taken twice daily. The
capsules are deliberately packaged into blister strips of 10 capsules to assist the patient in
taking the correct number of capsules (ie. one blister strip = one dose). There is no reason for
the patient to divide the blister strip into smaller pieces and thus no need to repeat the
information on the blister strip more than once.
_

aclrnowledges the proposed exemption for race-track style blister sh'ips, and would
like to propose that this same exemption be extended to products where the patient takes the
contents of the entire blister strip in one dose.
We trust our comments are useful to the TGA in completing the Medicine Labelling &
Packaging review.
Yours sincerely,

