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Boehringer Ingelheim welcomes the opportunity to provide comments to the proposed 

recommendations discussed in the consultation paper by the TGA review.  As a 

manufacturer and supplier of both prescription and non-prescription medicines, Boehringer 

Ingelheim will be providing two separate responses, one for prescription medicines and the 

other for non-prescription medicines.  

This response shall focus specifically on Prescription Medicines and is structured in two 

parts: 

1) General comments on the review 

2) Specific comments addressing the individual recommendations  

As discussed in the consultation paper, this review forms a part of the TGA‟s contribution to 

the National Medicines Policy, specifically the Quality Use of Medicine.  The major issue for 

this review concerning appropriate labelling relate to safety.  In particular, how appropriate 

labelling impacts: 

 Side effects  increase of known side effects, unexpected side effects 

 Efficacy  reduction in efficacy 

 Dosing  taking too much, taking too little 

Changes to the labelling and packaging alone will not eliminate these safety issues.  These 

changes to the labelling and packaging will need to be done in conjunction with: 

 Improving consumer medicine literacy (i.e. understanding what and why they are 

taking their medicines) 

 Involving healthcare professionals to better educate and assist their patients 

However, this has not been addressed in detail within the review. 

PART 1: GENERAL COMMENTS ON THE REVIEW 

1)  “One-Size-Fits All” Approach 

The recommendations proposed in this review, have been a “one-size-fits-all” approach to all 

medicines, regardless of whether they are registered (AUST R) or listed (AUST L) products.  

This approach to labelling and packaging is not appropriate.  Medicines listed on the ARTG1 

are scheduled based upon a risk assessment.  Products of lower risk are available to the 

consumer without having to consult with a healthcare professional.  Conversely, products of 

higher risk are prescribed to the consumer after consultation with a healthcare professional. 

 Prescription Only Medicine (S4)  the physician is responsible for the product 

selection for their patient 

                                                           
1 Australian Register of Therapeutic Goods 
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 Pharmacist Only Medicine (S3)  the pharmacist assists the consumer with selection 

of the product.  The consumer must interact with the pharmacist before they receive 

these products. 

 Pharmacy Medicine (S2)  the consumer is responsible for selection of product and 

can ask a pharmacist or pharmacist assistant for advice (if required) 

 General sale (unscheduled)  the consumer is solely responsible for selection of the 

product (e.g. supermarket setting) and there are no opportunities for discussion at 

point of sale with a health care professional 

Under the current TGA guidelines2 for labelling and packaging, specific guidance is given 

based upon the scheduling of the product.  The labelling and packaging of medicines which 

can be selected by the consumer are required to provide more information to inform them of 

the product.  Whereas products that are only available after consultation with a health care 

professional, do not include as much information on the labelling and packaging. 

Therefore, the recommendations proposed in this review should be separated for: 

 Prescription medicines 

 Non-prescription medicines 

o Over the counter medicines 

o Complementary medicines 

2) Other Overseas Health Agency Guidance(s) on Similar Labelling and Packaging 

Issues 

Other overseas health agencies have guidances on labelling and packaging for many of the 

recommendations proposed by the TGA.  It is surprising that none of these guidances have 

been quoted or discussed within the TGA consulation paper.  Furthermore, other overseas 

agencies provide guidances that are specific to over-the-counter medicines. 

3) Testing of any finalised test methodology 

Before the adoption of any proposed changes, the impact of the changes will need to be 

objectively tested using scientifically rigorous test protocols.  Once finalised, the final testing 

protocols shouldbe available to all companies to ensure transparency of the process. 

  

                                                           
2 TGO 69, A guide to labelling drugs and poisons 
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PART 2:  COMMENTS ADDRESSING THE INDIVIDUAL RECOMMENDATIONS 

a) Prominence of active ingredients on medicine labels 

What do you think will be the impact of increasing the prominence and standardising the 

location of the active ingredient on the medicine label? (recommendations 1.13, 1.24, 1.3, 1.4, 

1.55) 

Boehringer Ingelheim (Prescription Medicines) Response 

The impact of standardising the location of the active ingredient(s), would improve and 

increase the consumer‟s and healthcare professional‟s ability to locate the information on the 

product label.  Standardisation would be useful to minimise the different interpretations of the 

guidelines, by both industry and the health authority.  For prescription medicines, 

recommendations 1.1 and 1.2.46 are reasonable, and are in line with guidances from other 

overseas health authorities [EU7, Canada8]. 

As discussed in Part 1 of this response, a “one-size-fits all” approach is not appropriate.  

Non-prescription medicines require more information on the label, compared to prescription 

medicines.  For non-prescription medicines, an alternative proposal is placement of the 

active ingredient at the bottom of the main label.  To increase prominence, the use of a band 

in a contrasting background and distinctive font would be incorporated. 

The impact of increasing the prominence of the active ingredient(s) would also improve and 

increase the consumer‟s and healthcare professional‟s ability to locate the information on the 

product.  The issue of prominence of the active ingredient(s) in relation to the brand name 

have been discussed by several overseas health authorities (EU9, Canada10). 

In this review, equal prominence of the active ingredient(s) is described by recommendations 

1.2, 1.2.111, 1.2.212, 1.2.313 and 1.5.  The intention of „equal prominence‟ is, as described by 

recommendation 1.2.1, is for the active ingredient to be as easy to locate and identify on the 

label as the brand name.  To ensure „equal prominence,‟ the font size of the active 

ingredient(s) would need to be at least 100% of the font size of the medicine brand name and 

use different font style or letter spacing or font colour (recommendations 1.2.2 and 1.2.3). 

                                                           
3 1.1    The active ingredient(s) must be listed immediately below the brand name, with the first letter of the active ingredient directly 
below the first letter of the brand name. 
4 1.2    On the front/main panel of the label, the active ingredient must have equal prominence with the brand name. 
5 1.5  The active ingredient must be included with, and of equal prominence as, the brand name on at least 3 non-opposing faces of a 
carton. 
6 1.2.4   The active ingredient should begin with an uppercase letter but the remainder should be in lower case. 
7 Article 54 of directive 2001/83/EC Labelling and Packaging Leaflet. a) the name of the medicinial product followed by its strength and 
pharmaceutical form; MHRA – guidance documents / best practice Section 4 General Considerations  Subsection 4.2 
Where the medicine contains a single active ingredient, the common name of this active ingredient should immediately follow the name of 
the medicine on the pack, unless it is part of the name.   There should be no intervening text of any kind.  The recommended International 
Non-proprietary Name should beused, or the usual common name where no rINN exists 
8 Section 3.4 Main Panel, subsection 3.4.2 Proper or Common Name  
9 EMEA Directive 2001/83/EC - Article 56 of; Code of Practice for Pack design for OTC Medicines ”Layout & Typography advice”; Guideline 
on the readability of the labelling and packaging leaflet and medicinal products for human use”; MHRA – Best practice guidance - Section 4 
General Considerations Subsection 4.3 
10 Health Canada – Draft guidance document Labelling of pharmaceutical drugs for human use – section 2.3 Legibility 
11 1.2.1  The intention of ‘equal prominence’ is for the active ingredient to be as easy to locate and identify on the label as the brand name. 
12 1.2.2  The font size of the active ingredient must be at least 100% of the font size of the medicine brand name on the main/front label 
13 1.2.3  For improved differentiation between the brand name and the active ingredient there should be a difference in font style or letter 
spacing or font colour. 
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Increasing the font height of the active ingredient(s) to that of the brand name would result in 

a reduction in legibility of the product label.  This would increase the difficulty of 

differentiating the brand name from the active ingredient(s), which would be directly below 

the brand name (as per recommendation 1.1).  Even with the use of different colours or font 

styles, this would not necessarily increase clarity.  In addition, to ensure „equal promience‟ of 

the active ingredient(s) on three non-opposing sides of the carton (as per recommendation 

1.5), without increasing the carton dimensions, would significantly impact on legibility.  This 

would further be reduced if more than one active ingredient is to be included 

(recommendation 1.314). 

Patients/consumers are not familar with chemical terminology. The inclusion of the active 

ingredient(s) may cause unnecessary alarm for a patient/consumer.  For example if the 

active ingredient is a hydrochloride salt, the patient may think they are taking hydrochloric 

acid. 

Though outside of the scope this review, the signal headers (e.g. PRESCRIPTION ONLY 

MEDICINE and KEEP OUT OF REACH OF CHILDREN) would also reduce in size as the 

heights are a proportion of the height of the brand name. 

Overseas health authorities 

None of the overseas health authorities have recommended “equal prominence” of the active 

ingredients relative to the brand name.  The European guidance documents note that, “The 

generic name(s) should be given due prominence through the choice of point size, font or 

emboldening.[...]  Prominence is determined by factors other than size of text” and that ”Use 

of a large type size will be appropriate, although other factors may also be important in 

making the information legible.  Consideration should be given to the line-spacing and use of 

white space to enhance the legibility of the information provided.”15 

Furthermore, both the FDA and Health Canada have recommended that the active 

ingredients be at least 50% of the height of the Brand name16.  This is currently the 

recommendation of the height of the signal headers (e.g. PHARMACY ONLY MEDICINE, 

PRESCRIPTION ONLY MEDICINE) relative to the Brand name. 

  

                                                           
14 1.3  Where there are more than 3 active ingredients, the most abundant ingredients must appear on the main label immediately below 
the brand name and the names together with the quantities of every active ingredient are to be included on a side panel/label or on a rear 
panel/label for the product. (This does not apply to day and night preparations.) 
15 EU – Guideline on the readability of the labelling and packaging leaflet and medicinal products for human use 
16 FDA - Code of Federal Regulations Title 21; Subchapter C – Drugs: general, Part 201 Labeling  Subpart A – General labeling provisions, 
section 201.10 Drugs - subsection (g)(2)and Health Canada - Section 3.4 Main Panel, subsection 3.4.2 
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What do you think about the proposed warnings for paracetamol and ibuprofen containing 

products? (Recommendations 1.6 and 1.7) 

Boehringer Ingelheim (Prescription Medicines) Response 

No comments are provided as this is not applicable to prescription only medicines. 

 

Are there any other concerns you have with the size or position of brand names and active 

ingredient? (Recommendations 1.1, 1.2, 1.3) 

If the active ingredient name is clear, directly below the brand name and in a large font, what 

are the additional benefits that you see by making it the same size as the brand name? 

(Recommendations 1.1, 1.2, 1.3) 

Boehringer Ingelheim (Prescription Medicines) Response 

As previously discussed, if both the active ingredient(s) and the brand name are the same 

font height, this would reduce the clarity and legibility of the information provided on the label.  

As a result, the patient/consumer could find it difficult to visually differentiate between the 

brand name and the active ingredient(s), which may lead to more errors rather than reducing 

them. 

Possible alternatives to the current proposed recommendations:  

 Include a leading statement of “Each tablet contains:” before listing the active 

ingredient(s) 

 For the font height of the active ingredient(s) to be similar to that proposed by 

overseas health authorities e.g. at least 50% of the brand name height 

 

What is the smallest size font that you consider readable? (recommendation 1.4) 

Boehringer Ingelheim (Prescription Medicine) response 

The readability of a font size is dependent on the visual capability of the individual.  A 

person‟s capability may be impaired/reduced for several reasons (e.g. age, injury or medical 

condition).  Currently, the TGO 69 has recommended that the minimum font height be 

1.5 mm and for the purpose of this review, this should be retained. 
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b) Look-alike sound-alike (LASA) names and look-alike (LA) packaging 

Do you think the proposed changes to address LASA names and LA packaging will improve 

medicine safety? Why/why not? (recommendations 3.117, 3.218 and 3.319) 

Boehringer Ingelheim (Prescription Medicines) Response 

The proposed changes relating to LASA names and LA packaging may help minimise some 

of the errors encountered, but are not the only changes that need to be considered to 

improve medicine safety.  In the consulation paper the key risks to the consumer from LASA 

brand names and LA packaging raised were: 

 accidentally being given the wrong medicine by a pharmacist or health care 

professional or  

 selecting the wrong medicine themselves due to the similarity of the name or 

packaging of a medicine 

 

a) Accidentally giving the wrong medicine by a pharmacist or health care professional 

The proposed changes have not taken into consideration the involvement of either the 

pharmacist or physician.  There are two points of contact where potential errors in the 

selection of medicines can occur: 

1) when the physician is “writing” the prescription and  

2) at the point of dispensing by the pharmacist. 

i.e. patient  physician  prescription  pharmacist  dispensed medicine  patient 

The duty of care for ensuring the patient/consumer receives the correct medicine is the 

responsibility of both the physician and pharmacist. 

b) Selecting the wrong medicine themselves due to the similarity of the name or packaging 

of a medicine 

This is not necessarily an issue for prescription only medicines.  The selection of medicines 

is determined by the patients‟ healthcare professional.  However, for patients/consumers with 

complex medicine regimens, an opportunity arises where the pharmacist may provide 

assistance to their patient/consumer to minimise potential errors in taking the wrong 

medicine, when they are at home. 

                                                           
17 3.1  Sponsors of new medicines will be required to submit evidence of risk assessment of the proposed labelling and packaging.  The TGA 
will work with industry to develop guidance for this assessment, which may include consumer testing or risk assessment checklists similar 
to those used in other countries. The TGA is investigating methods to electronically screen proposed brand names against already existing 
brand names to identify potential LASA names. 
18 3.2  In relation to applications to include a new medicine in the Australian Register of Therapeutic Goods (ARTG), if the proposed 
medicine brand name differs from another product included in the ARTG by three letters or fewer, the presentation of the proposed 
medicine label and packaging must use colours and designs that contrast with the medicine label and packaging of the existing product. 
During the implementation of this change, the TGA will work with the medicines industry to develop guidelines to provide clarity about 
these proposed requirements. 
19 3.3  In relation to applications to change the labelling and packaging of existing medicines, if the brand name of the medicine differs from 
another medicine included in the ARTG by less than three letters, the proposed changes must use colours and designs that contrast with 
the medicine label and packaging of the other medicine. 
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In addition, it would also be useful to understand the learnings of other overseas health 

authorities‟ implementation of similar proposals (e.g. EU 20, Health Canada 21). 

c) Specific comments to the recommendations 

Recommendation 3.1: It is appreciated that the TGA will work with industry to develop 

appropriate risk assessment guidance(s) for proposed labelling and packaging.  With the 

development of test methodology, the testing should be done objectively, using scientifically 

rigorous methods.  Caution should be taken if the method of screening proposed brand 

names to currently registered brand names relies solely on an electronic system.  Such 

programs may have difficulties distinguishing the subtle nuances of how words are generally 

pronounced in Australia. 

Recommendations 3.2 and 3.3:  These recommendations state that “if the brand name 

[either proposed or approved] of the medicine differs from another medicine included on the 

ARTG by less than three letters, then the presentation/proposed changes must use colours 

and designs that contrast with the medicine label and packaging of the existing product”. 

The suggestion of using contrast colours and design would assist in creating a visual 

difference, but to ensure that the labelling and packaging is different to existing products 

would be difficult.  Individual companies are aware of the labelling and packaging for their 

products.  However, each company may not be fully aware of the labelling and packaging of 

other company products. 

To the best of our knowledge, no central database of all approved Australian labelling and 

packaging that is accessible by different companies exists.  Only the TGA has access to 

such information.  It may be useful for the TGA to develope such a central database as part 

of this review. 

d) Products with similar names but are of different scheduling 

The recommendations are for the screening of similar brand names across all products in the 

ARTG.  However the examples used in the consultation paper relating to errors are limited to 

products with similar names within the same scheduling class (e.g prescription only medicine 

vs pharmacy medicine). 

Products with LASA names in the ARTG, depending on the product scheduling, may not be 

physically located next to each other in the pharmacy.  A product that is scheduled as 

Pharmacy Only Medicine would not be located next to a Prescription Only Medicine product.  

Therefore, the recommendation to screen LASA should be restricted to within the same 

scheduling class. 

 

                                                           
20 EMA - Guideline on the acceptability of names for human medicinal products processed through the centralised procedure 
(CPMP/328/98, Revision 5) 
21 Health Canada – Draft Guidance Document Labelling of Pharmaceutical Drugs for human Use, Section 4.5 Look-alike, Sound-alike Drug 
Product Names 
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c) Look-alike medicine branding 

What benefits, if any, do you think the proposed changes to address look-alike medicine 

branding will have for consumer safety? 

Do you understand the proposed changes? 

If you can read the labels and warnings clearly, will these changes reduce the potential for 

harm? 

 

Boehringer Ingelheim (Prescription Medicines) Response 

The proposed recommendations (3.4 to 3.6) are more applicable to non-prescription 

medicines.  Therefore no response is provided for this section. 

 

d) Standardised information format: the medicine information box 

To what extent do you think a standardised format for information on the labels of over-the-

counter and complementary medicines will improve access to information for these 

medicines? 

Are there other ways that the presentation of information could be improved? 

Do you think the proposed requirements for products with more than three active ingredients 

(directions and warnings and allergy information), is sufficient for these products? Please 

propose an alternative if you don’t agree with current recommendation. 

 

Boehringer Ingelheim (Prescription Medicines) Response 

The proposed recommendations (4.1 to 4.6) are not applicable to prescription medicines.  

Therefore no response is provided for this section. 
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e) Dispensing label space 

Do you support a designated space for the dispensing label on prescription medicines? 

Why/why not? 

Boehringer Ingelheim (Prescription Medicines) Response 

The recommendation of a desgnated space for the dispensing label would be appropriate for 

Prescription Only Medicines (recommendation 5.122).  The proposed space of 70 x 30 mm 

would need to be verified that it would be able to accommodate the majority of dispensing 

labels used by pharmacies. 

For products where a clear designated space for the dispensing label is difficult (due to size 

and shape) recommendations 5.223 and 5.324 imply that it is the industry‟s the responsibility 

to ensure that the necessary information is not to be obsured when a pharmacy label is 

placed on the product.  For these two recommendations, further discussions should be held 

with the pharmacy society bodies (e.g. Pharmacy Guild, Pharmaceutical Society of Australia, 

etc) to better understand what the needs of the pharmacist are to ensure that any dispensing 

label does not obsure important information that has already been included by the Sponsor.  

This may result in guidelines to ensure critical information is not inadvertently obscured by a 

pharmacy label. 

                                                           
22 5.1  A designated space of 70 x 30 mm, consistent with international best practice, must be provided to accommodate the dispensing 
label. 
23 5.2  Where a clear space is not practical due to constraints from packaging size and shape, the information should be arranged so that 
information that is likely to be obscured is the same as the information repeated on the label. The area for placement of the sticker should 
be illustrated by corner placement marks on the packaging. 
24 5.3  For small containers, for example eye drops and ointments, where a designated space of 70 x 30 mm is impractical, a clear space 
should be provided to affix the edges of a folded dispensing label. 
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f) Blister strip labelling 

Do you think the proposed information for blister strips is sufficient? 

What other changes would you like to see for this type of packaging? 

(recommendations 6.125, 6.226, 6.327, 6.428, 6.529) 

 

Boehringer Ingelheim (Prescription Medicines) Response 

It is acknowledged that for some products, there is difficulty in reading some of the 

information on the blister strips (e.g. batch and expiry date).  One proposal could be to 

improve the legibility of batch and expiry date information on current packaging. 

Regarding the proposed recommendations, the comments in this section of the review have 

not been referenced to any published data and appear anecdotal.  However, there appear to 

be three main concerns: 

 not enough information for the consumer if the blister strip is not with the outer carton 

 situations where a section of the blister strip is dispensed 

 segmented blister strips where the information is not repeated on each segment 

1) Not enough information for the consumer if the blister strip is not with the outer carton 

The purpose of the blister strip is to be a suitable container for tablets or capsules.  It is not 

designed to be the primary packaging.  Blister strips are often in an outer carton to ensure 

that the contents are not damaged during day to day handling.  The outer carton also 

provides a suitable amount of space to include the necessary information to be available for 

the consumer (i.e. dispensing label). 

If the blister strip is to contain all the necessary information (which appears to be the main 

concern) then two things would have to occur: a) increase the size of the blister strip and b) 

increase the size of the outer carton. 

To increase the size of the blister strip and outer carton would result in an increase to the 

inherent costs associated with manufacturing the product (e.g. new equipment, new 

resizing/tooling for the packaging, new validation of the new packaging and new stability 

data).  These costs would lead to an increase in the cost of goods, which would flow onto the 

consumer. 

                                                           
25 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. 
26 6.2    Where strips can be segmented, the brand name, the active ingredient and amount of active ingredient, batch number and expiry 
date is to appear on each segment. 
27 6.3   A maximum of 3 active ingredients should be listed on each segment / each 2 units of a blister strip for registered medicines 
28 6.4   Where there are more than 3 ingredients, for example multi-vitamins packaged this way, it may be sufficient to include a single list 
of active ingredients printed on the foil of each blister strip. Alternatively, the brand name, together with batch number and expiry date, 
should be repeated on the foil. 
29 For oral contraceptives and other medicines that have a “race track” format to support their safe use, the TGA proposes the following 
requirement:  6.5    Blister strips that have a “race track format” must include the trade name, the active ingredient(s) and their amount(s), 
batch number and expiry date in a single location. 
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The increase in packaging would also impact on the storage capabilities within the pharmacy 

dispensary.  This may also raise the question of “deceptive packaging”. 

There must be a balance between providing enough information for the consumer on the 

blister, whilst ensuring the legibility of all information on the blister without increasing the 

current overall size of the packaging.  Therefore, better education of the consumer to keep 

the blister strip with the outer carton should be encouraged.  This may be accomplished by 

including a statement that the blister strips should be kept with the carton. 

2) Situations where a section of the blister strip is dispensed [e.g. hospital] 

Blister strips packaging are available either as: perforated or non-perforated.  If the hospital 

pharmacist is required to dispense a section of a blister strip to a carer or patient, the 

perforated blister strips would be appropriate.  However, not all products are packaged in 

perforated blister strips, and not all companies use perforated blister strips. 

Therefore, for medicines that are available in non-perforated blister strips, the practice of 

sectioning part of the blister strip should be discouraged.  The proposed recommendations 

for non-perforated blister strips, encourages such practices and does not support Quality Use 

of Medicines.  Further discussions with the TGA and hospital pharmacists should occur to 

better develop work practice guidelines. 

3) Segmented blister strips where the information is not repeated on each segment 

The benefit of including the proposed information (brand name, active ingredient, batch and 

expiry, company name or logo) onto each segment would help the consumer especially if 

individual segments are separated from the complete blister strip.  However, this would need 

to be incorporated without reducing the legibility of the information provided. 
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g) Small containers 

To what extent do you support the proposed changes for small container labels? Please 

provide details. 

Do you have any further suggestions for how labelling of small containers could be 

improved? 

 

Boehringer Ingelheim (Prescription Medicines) Response 

It is unclear what the intent of the proposal actually is as what is proposed for the label is not 

significantly different to TGO 69 requirements.  Recommendation 7.1 requires a primary pack 

that fully complies with all labelling requirements AND a pack insert with detailed instructions 

for use.  Regarding recommendation 7.330, a designated space for dispensing label, as 

discussed previously in section e) Dispensing label space, further discussions with pharmacy 

body societies should occur to better understand their needs 

 

h) Pack inserts 

Do you support the proposed changes for pack inserts? Why/why not? 

Do you have any further suggestions regarding pack inserts? 

 

Boehringer Ingelheim (Prescription Medicines) Response 

Agree to both recommendations 8.131 and 8.232 

  

                                                           
30 7.5  A clear space should also be provided to allow a pharmacist to affix a dispensing sticker. This space need not be the size of a 
standard dispensing sticker (80 x 40 mm), but should allow a folded sticker to be attached like a flag without obscuring information. 
31 8.1  Advertising material will not be permitted to be included as a separate pack insert or incorporated into an approved pack insert 
32 8.2  A pack insert must be in a form separate to the packaging; ie it cannot be printed on the inside of a carton. 
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i) Labels and packaging advisory committee 

To what extent do you think that a Labels and Packaging Advisory Committee will assist the 

TGA to manage consumer health risks associated with medicine labels and packaging? 

(recommendation 933) 

 

Boehringer Ingelheim (Prescription Medicines) Response 

Boehringer Ingelheim agrees in principle with this recommendation.  However careful 

consideration needs to be given as to how and when the Label and Packaging Advisory 

committee will assist the TGA with their reviews. 

The timing of when the labelling and packaging of the medicine is to be review would have 

an impact on the approval and subsequent launch to the market.  Therefore further 

discussion is required on the following points: 

 Would the packaging and labelling be reviewed by the committee as part of the 

evaluation of a medicine? 

 Would this review process occur during the evaluation phase so that any 

recommendations/questions could be included with the consolidated S31 questions?  

 If this review was later in the evaluation process then this could lead to delays in 

approval and launch because we wouldn‟t be able to finalise the artwork for 

production until after this process had been completed 

In addition, it is important that equitable representation of all interested parties should be 

allowed to be part of the committee and the process is transparent. 

                                                           
33 9    It is proposed that this expert advisory body will provide advice to the TGA on product-specific as well as general matters relating to 
medicine labels and packaging 
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