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How logical is the regulation of Biologicals? 
The Biologicals Regulatory Framework was implemented to fill a regulatory gap in 
the regulation of cellular and tissue-based therapies. However, whether a product 
falls within the Framework can be a complex question.

Introduction

On 31 May 2011, the TGA implemented 
the Biologicals Regulatory Framework to 
assess and regulate human cell and tissue-
based products as a distinct category of 
therapeutic goods called “Biologicals”.

Before the introduction of the Biologicals 
Regulatory Framework, cell and tissue 
products were either:

•	 not regulated

•	 regulated as medicines or medical 
devices, or

•	 exempt from application of specific 
parts of the Therapeutic Goods Act 
1989 (TG Act) (example: banked tissue 
may be exempt from the requirements 
for entry in the Australian Register of 
Therapeutic Goods, but may still be 
subject to compliance with other parts 
of the TG Act, including compliance with 
manufacturing principles).

This trichotomy in the regulation of 
biological products has formed the basis 
of the current Biologicals Regulatory 
Framework. The new framework 
is intended to provide more clarity 
and more effective regulation by 
applying different levels of pre-market 
requirements for biologicals based on 
the risks associated with their use, much 
like the regulatory classification system 
now in force for medical devices. Whilst 
the Biologicals Regulatory Framework is 
still in its early days, teething problems 
are surfacing and there is no doubt that 
on-going review of the framework will 
improve its operation and its clarity. 

Currently, whether a product indeed falls into 
the Biologicals Regulatory Framework is a 
complex question. In this article, we examine 
some of the issues that can potentially arise 
when considering whether a product is 
regulated as a biological.

What is a Biological?

The definition of a “biological” is found in 
section 32A of the TG Act to mean a “thing” 
that: 

•	 either:

 » comprises, contains or is derived from 
human cells or human tissues, or

 » is specified by the Secretary by legislative 
instrument, and

•	 is represented in any way to be, or is, 
whether because of the way in which it is 
presented or for any other reason, likely to 
be taken to be:

 » for use in the treatment or prevention 
of a disease, ailment, defect or injury 
affecting persons

 » for use in making a medical diagnosis of 
the condition of a person

 » for use in influencing, inhibiting or 
modifying a physiological process in 
persons

 » for use in testing the susceptibility of 
persons to a disease or ailment, or

 » for use in the replacement or modification 
of parts of the anatomy in persons.

Under section 32A(3) of the TG Act, 
the Secretary may also determine, by 
legislative instrument, that a specified 
“thing” is not a “biological”.

Therefore, in summary, for a “thing” to 
be a biological, it must: 

•	 be a therapeutic good (as defined in 
the TG Act)

•	 not be an ‘excluded good’

•	 either meet the definition of a 
biological or be specified by legislative 
instrument to be a biological, and

•	 not be specified as a “thing” that is 
not a biological’. 

‘Excluded Goods’

The Secretary may, by legislative 
instrument, declare that products are 
not therapeutic goods even though they 
fall within the definition of a therapeutic 
good having regard to their use. These 
products are ‘Excluded Goods’ and are 
therefore not regulated by the TGA. 
Excluded Goods are specified in the 
Therapeutic Goods (Excluded Goods) Order 
No. 1 of 2011. It excludes, for example, 
human tissue and cells for autologous 
use and fresh viable human organs for 
direct donor-to-host transplantation 
from therapeutic goods regulation. It is 
possible, therefore, that a biological will 
be deemed to be an excluded good, and 
therefore not subject to regulation by the 
TGA, by virtue of its use.
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Therapeutic Goods that are not 
Biologicals

The legislation also allows the Secretary 
to declare, again by legislative instrument, 
that specific therapeutic goods are not 
biologicals. Such products are specified in 
the Therapeutic Goods (Things that are not 
Biologicals) Determination No.1 of 2011. 
Therapeutic goods declared not to be a 
biological are regulated by the TGA as 
either a medicine or a medical device. 

Interestingly, blood and blood 
components such as red cells, white cells, 
progenitor cells, platelets and plasma, 
have been declared to not be ‘biologicals’ 
but are regulated as medicines1 even 
though blood and blood products are 
not generally included in the Australian 
Register of Therapeutic Goods. Instead, 
blood and blood components are 
regulated through the audit and licensing 
of manufacturers to ensure compliance 
with product standards and Good 
Manufacturing Practice requirements.2 

Therefore it is important to check the 
Determination and seek advice as to 
whether your product falls under the 
purview of the TGA and what requirements 
are applicable.

Problematic regulation 

The Biologicals Regulatory Framework is 
complex. Understandably, in an industry of 
rapid and emerging technologies, it is difficult 
to implement a regulatory framework that 
is all-encompassing and yet flexible enough 
to accommodate the dynamic nature of the 
sector. Whilst this means it is difficult for 
the Regulator to develop and implement 
policies in a timely manner, it can also lead 
to confusion for Sponsors. 

Having an overarching definition of 
“Biologicals” and including/excluding 
products by legislative instrument as they 
are developed can be quite problematic as 
the types of products included/excluded in 
the Biologicals Regulatory Framework may 
change over time. 

From an historical legislative point of 
view, the trichotomoy is clear. However, 
in practice, there is a fine line between 
what constitutes a biological, what is an 
Excluded Good and what is a therapeutic 
good but not a biological.  

The complexities of the Biologicals 
Regulatory Framework can be illustrated 
by the following case study on 
haematopoietic progenitor cells.

Haematopoietic Progenitor Cells - 
A case study

Human cellular therapy products such 
as stem cells and progenitor cells, other 
human cell-based products such as 
fibroblasts, epithelial cells, chondrocytes, 
immunotherapy products such as cell-
based tumour vaccines and human cellular 
vaccines and genetically modified cells 
fall within the definition of a ‘biological’ 
because they “comprise, contain or are 
derived from human cells or tissues” and 
are put to therapeutic uses. 

At first glance, haematopoietic progenitor 
cells, which are stem cells found in blood 
which are capable of forming various 
blood cells, should be regulated as 
biologicals. 

However, regard must be had to the 
Therapeutic Goods (Excluded Goods) 
Order No. 1 of 2011 where clause 
4(p) declares that “fresh viable human 
haematopoietic progenitor cells for direct 
donor-to-host transplantation for the purpose 
of haematopoietic reconstitution” are not 
therapeutic goods and are, therefore, not 
regulated by the TGA. 

A further complicating factor is that clause 
3(a) of the Therapeutic Goods (Things 
that are not Biologicals) Determination No. 
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Companies are encouraged to seek advice 
regarding the regulation of their products 
to avoid incurring unnecessary expense in 
satisfying the regulatory requirements for 
supply in Australia.  

Endnotes

1. See Australian Regulatory Guidelines 
for Biologicals, Version 1.0, June 2011, 
Therapeutic Goods Administration, page 20.

2. TGA Fees and Charges Explanatory 
Note 2011-2012, Therapeutic Goods 
Administration, Available from <http://www.
tga.gov.au/about/fees-110701-explanatory-

note.htm >, accessed 31 January 2012.

1 of 2011 states that “haematopoietic 
progenitor cells used for haematopoietic 
reconstitution” are therapeutic goods that 
are not biologicals.

It is easy to see the confusion that 
sponsors can encounter when trying to 
determine the appropriate regulatory 
regime for their product. Without 
experience and understanding of the 
historical background to the Biologicals 
Regulatory Framework, such conundrums 
are hard to resolve.

The distinction between the 
haematopoietic progenitor cells that 
are biologicals, those that are Excluded 
Goods and those that are therapeutic 
goods but not biologicals is not 
immediately clear. The intended use 
of the haematopoietic progenitor cells 
plays a central role in its classification. 
Haematopoietic progenitor cells that are 
used for purposes other than for blood 
reconstitution could be regulated under 
the Biologicals Regulatory Framework. 
However, there is a finer distinction 
between haematopoietic progenitor cells 
that are excluded from the therapeutic 
goods regulatory regime and those that 
are not biologicals but are regulated as 
therapeutic goods. 

What this clearly demonstrates is the 
importance of identifying the indication 
and the extent that the haematopoietic 
progenitor cells have been manipulated in 
order to properly determine the appropriate 
regulatory framework which applies. It 
illustrates the potential complexities involved 
in classifying products that could fall under 
the Biologicals Regulatory Framework.

Conclusion

The case study above illustrates the legal 
and technical minefield which exists in 
navigating through the Biologicals Regulatory 
Framework. Although the framework has 
been structured to ensure flexibility in the 
context of an ever-changing area of research 
and technology, such flexibility seems to 
have come at a cost of clarity for Sponsors. 
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The Raising the Bar Act – Improving Australia’s 
Intellectual Property Regime
The Intellectual Property Laws Amendment (Raising the Bar) Act 2012 (Act) was 
passed by the House of Representatives on 20 March 2012 and received Royal 
Assent on 15 April 2012. According to the Explanatory Memorandum, the purpose 
of the Act, which amends the Patents Act 1990 (Patents Act), is to “support 
innovation by encouraging investment in research and technology in Australia and 
by helping Australian businesses benefit from their good ideas.”1  In this article, we 
examine the key changes to patent law as a result of this enactment.

What the Commissioner can 
consider during examination

The Act expands the elements which the 
Commissioner may consider when deciding 
whether to grant or revoke a patent. This 
will bring the Commissioner’s examination 
process into line with the elements that 
a Court can consider, which are much 
wider. The additional considerations which 
can be examined by the Commissioner 
include those concerning utility, prior art 
information to a higher standard of proof. 

Previously, the assessment of the usefulness 
of an invention was reserved to opposition 
and revocation proceedings. However, 
the Act now requires the Commissioner 
to examine whether an invention is indeed 
useful. This means that the public will have 
more certainty about whether patented 
inventions documented in the specification 
are actually viable.

Similarly, prior use, which is only 
considered during opposition or revocation 
proceedings, will also be considered 
at the examination stage. The effect of 
this will be that the Commissioner can 
consider all prior art information that the 
Commissioner is aware of in the ordinary 
course of examination, or if a notice is 
provided to the Commissioner4 after a 
filed specification becomes open to public 
inspection and it becomes apparent that 
the invention is not novel.5 

Increasing the standards for 
patentability

The Act raises the standard for inventive 
step by widening the common general 
knowledge of a person skilled in the art 
to include common general knowledge 
whether in Australia or overseas. 
Previously, only common general 
knowledge in Australia was taken into 
account.

In addition, the Act enhances the 
requirement of “utility” by ensuring that 
the invention works in precisely the 
way it is described, such that the patent 
specification documents the “specific, 
substantial and credible”2 use. This 
enhanced requirement seeks to prevent 
the grant of patents over speculative 
inventions.

The standards for the disclosure of an 
invention are also raised to ensure that it 
is “clear enough and complete enough for 
the invention to be performed by a person 
skilled in the relevant art.”3  This is to 
encourage follow-on innovation that can 
be exploited once the patent expires, and 
to ensure that patents are no broader 
than the invention disclosed. 
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Importantly, the Act requires that a 
higher standard of proof be applied by the 
Commissioner when deciding whether 
to accept an application for a standard 
patent. Previously, a patent application 
was subjected to a lower standard of 
proof than a Court. The Act implements 
the Australian Law Reform Commission’s 
proposal that the balance of probabilities 
should apply to all statutory requirements 
for patentability at the examination stage.
These amendments are intended 
to minimise situations where the 
Commissioner grants a patent that would 
be invalidated in Court, thereby fostering 
a more robust patent system.

Replacement of Fair Basis 
Requirement

The Act replaces the “fair basis” 
requirement with a “support 
requirement.” Subsection 40(3) of the 
Patents Act requires the claims of a 
complete specification to be, among 
other things, fairly based on the matter 
described in the specification. The notion 
of “fair basis” in Australian patent law is 
intended to ensure that the monopoly 
claimed is consistent with the description 
of the invention.

Overseas jurisdictions that use the “support 
requirement”, such as the UK, require that 
the claims be supported by the description 
in addition to any document from which 
priority is being claimed. Therefore, the 
scope of the claims must not be broader 
than the extent of the description, drawings 
and contribution to the art.

The “fair basis” requirement and the 
“support requirement”, though conceptually 
similar, have developed differences in 
substantive law. This is a case of unnecessary 
complexity, uncertainty and cost for global 
innovators seeking protection in Australia 
and other jurisdictions. The Act, therefore, 
aligns Australian patent law with that of 
overseas jurisdictions, such that overseas 
case law and administrative decisions which 
deal with the “support requirement”’ will 
be applicable to Australian courts and 
administrative decision-makers.

Exemptions from infringement

The Research Exemption expressly clarifies 
that research and experimental activities that 
infringe a patent, but are conducted for an 
“experimental purpose”,6 are exempt from 
infringement.

The Act also introduces a new section 
119B into the Patents Act which provides 
an exemption from infringement for 
activities undertaken solely for the 
purposes of gaining regulatory approval 
to market or manufacture a patented 
invention. The new provision expands 
the current exemption in section 119A 
of the Patents Act, which applies in 
favour of pharmaceutical inventions, to 
all technologies, including medical devices 
and industrial chemicals, for which there is 
a regulatory approval regime. 

Conclusion

The changes introduced by the Act 
significantly tighten the threshold criteria 
for patentability and generally increase the 
standards for patentability. In addition, 
the exemptions from infringement for 
research and regulatory approval activities 
will no doubt encourage further research 
and investment in Australia. The passage 
of the Act through the Senate has been 
slow, which is surprising given the obvious 
benefits the amendments represent to 
researchers and innovative research-
based companies. However, the Act 
will now improve Australia’s intellectual 
property regime and bring Australia into 
line with its major trading partners. 

Endnotes

1. Intellectual Property Laws Amendment (Raising 
the Bar) Bill 2011 Explanatory Memorandum 
at page 8.

2. Clause 6 Schedule 1 Intellectual Property Laws 
Amendment (Raising the Bar) Act 2012.

3. Clause 7 Schedule 1 Intellectual Property Laws 
Amendment (Raising the Bar) Act 2012.

4. Under section 27 of the Patents Act 1990.

5. As per section 18(1)(b) of the Patents Act 
1990.

6.  Clause 1 Schedule 2 Intellectual Property Laws 
Amendment (Raising the Bar) Act 2012.
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Managing your risks under global anti-corruption 
regimes 
Pharmaceutical and medical device companies operate in a stringent regulatory 
environment. Every aspect of product research, development, manufacture, import, 
export, pricing, sale and marketing in Australia and in any foreign country is tightly 
regulated and, to some extent, will involve interaction with government officials. 

United States

The Foreign Corrupt Practices Act 1977 
(FCPA) was enacted in the US to enforce 
Securities and Exchange Commission (SEC) 
accounting requirements and prohibit the 
bribery of foreign officials. Under the FCPA, 
it is an offence for a company or individual 
to “corruptly” offer, pay, promise to pay, or 
authorize the payment or giving of, anything 
of value to a “foreign official” for the 
purpose of “obtaining or retaining business or 
securing any improper business advantage”.1 

The FCPA captures bribery of foreign 
government officials by US individuals and 
corporations that occur outside the US, but 
which has some connection with the US. 
This means that any foreign or US company 
issuing securities on the SEC, any individual 
who is a citizen, resident, or national, and 
any company or other business entity 
either organised under US laws or having 
its principal place of business in the US, is 
subject to the FCPA.2 

The penalties for non-compliance with 
the FCPA vary based on whether the 
perpetrator is a company or an individual. 
Companies can be criminally fined up to 
$2 million per offence whilst individuals 
(including officers and directors of 
companies) can be fined up to $100,000 
and/or imprisoned for up to five years. 
Note also that additional civil penalties may 
be imposed and that under the Alternative 
Fines Act,3 the fine may be up to twice the 
benefit that the defendant sought to obtain 
by making the corrupt payment.4 

Compliance with the FCPA is of 
particular importance to pharmaceutical 
and medical devices companies which 
have the relevant nexus to the US. The 
Department of Justice (DOJ) and the 
SEC can investigate the pharmaceutical 
and medical device industries for any 
suspected violations of the FCPA.5 In 
this regard, the DOJ and SEC have 
investigated international payments made 
by pharmaceutical and medical device 
companies for consulting, hospitality, 
licensing agreements, charity and clinical 
trials. 

It is relevant to consider the wide 
ambit of what constitutes a “foreign 
official” under US law. While the health 
ministry, customs officials and staff of 
government agencies immediately come 
to mind, pharmaceutical and medical 
device companies should be aware 
that the definition of “foreign officials” 
can extend, for example, to doctors, 
pharmacists and lab technicians who are 
employed by state-owned facilities.6 The 
ubiquitous engagement of healthcare 
professionals by pharmaceutical 
and medical device companies can 
therefore make the industry uniquely 
vulnerable to FCPA liability. The DOJ is 
increasingly scrutinising the relationship 
between healthcare professionals and 
pharmaceutical and medical companies, 
especially in light of the fine imposed 
on Johnson & Johnson of a total of 
US$70 million for bribing public doctors 
in Poland, Romania and Greece and 
paying kickbacks in Iraq to illegally obtain 
business in April 2011.7 

With the pressures of globalisation and 
increasing competition within the industry, 
there has been a need to implement 
anti-corruption legislation in key markets 
in order to deter corrupt practices by 
entities seeking to gain a competitive 
edge.

Companies and individuals conferring 
benefits to foreign officials for improper 
purposes may be liable under domestic 
and foreign laws governing the bribery 
of a foreign public official. The US, UK 
and Australia have anti-corruption 
laws criminalising the bribery of foreign 
public officials that have extra-territorial 
application. In this article, we examine 
these laws and what they mean for 
pharmaceutical and medical devices 
companies in Australia and overseas. 
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There has been much debate 
surrounding the provision of incentives 
to whistleblowers. Some believe that 
incentives are necessary to compensate 
whistleblowers for the risk of losing their 
jobs and reputation (which would jeopardise 
the prospects of future employment) and 
the risk of being “blacklisted”, vilified and 
demoted within the company. However, 
others have argued that the provision of 
incentives could give rise to fabricated 
claims12 and could also frustrate company 
efforts to manage compliance internally 
and rely on internal mechanisms to 
investigate fraud.13 However, Howse 
and Daniels14 reported that studies of 
employee attitudes generally indicated 
that employees were inclined to report 
wrongdoing internally before reporting such 
information to external authorities, as long 
as they did not fear internal retaliation.15 
Nevertheless, external whistleblowing 
might be an attractive alternative in 
cases where employees feel that internal 
whistleblowing mechanisms could be used 
to allow wrongdoers at senior levels to 
identify troublemakers and afford them the 
opportunity to destroy, conceal or tamper 
with evidence. 

The provision of incentives to 
whistleblowers has attracted considerable 
attention in the US. Enforcement actions 
involving the pharmaceutical industry have 
consistently been the most successful from 
year to year.16 Recoveries from fraud against 
federal health care programs were more 
than $2.4 billion in the 2011 fiscal year and 
in the same period, the US government 
recovered nearly $2.2 billion in civil claims 
against pharmaceutical companies.17 

United Kingdom

The Bribery Act 2010 (BA), which is 
broader than the FCPA and the Australian 
Criminal Code, constitutes one of the 
strictest anti-bribery regimes in the world. 
The BA came into effect on 1 July 2011 
and contains offences of giving or receiving 
a bribe, bribery of a foreign public official, 
and a new strict liability offence for 
companies that ‘fail to prevent’ bribery 
by their employees or agents. That is, a 
company will automatically be guilty of an 
offence of ‘failing to prevent bribery’ by an 
employee or agent even if the company 
was unaware of the bribe. Penalties under 
the BA include an unlimited fine and 10 
years imprisonment.

The Ministry of Justice has released The 
Bribery Act 2010 Guidance18 (Guidance) 
which details the types of policies and 
procedures that regulators expect to 
be implemented and clarifies the UK 
Government’s policy on aspects of the 
legislation. 

All UK companies and individuals are 
subject to the Act as is any foreign 
company or individual who commits an 
element of an offence in the UK. The 
new offence of ‘failing to prevent’ bribery 
will apply to any corporation or business 
entity that ‘carries on a business or any part 
of a business’ in the UK. The Guidance 
indicates that in order to ‘carr[y] on a 
business or any part of a business’ in the 
UK, a company will need to maintain 
a ‘demonstrable business presence’ in 
the UK and states that the mere listing 
of securities on a UK stock exchange 
will not, of itself, fall within the scope of 
the BA.19 The UK’s Serious Fraud Office 
has indicated that it will minimise any 
perceived disadvantage to UK companies 
and actively seek to prosecute foreign 
companies with operations in the UK.20 

In a quarterly report filed with the SEC in 
November 2011, Pfizer stated that it has 
recently reached agreement-in-principle 
with the DOJ and the SEC to resolve a 
foreign bribery investigation concerning 
“potentially improper payments made 
by certain Pfizer and Wyeth subsidiaries 
in connection with certain sales activities 
outside the US.”8 In another SEC filing 
in November 2011, AstraZeneca 
disclosed that AstraZeneca UK Limited’s 
Representative Office in Belgrade, 
Serbia was served with a criminal 
indictment relating to allegations that 
local employees of AstraZeneca made 
allegedly improper payments to physicians 
at the Institute of Oncology and Radiology 
of Serbia.9 Clearly, the DOJ and the 
SEC’s crackdown on the pharmaceutical 
industry has considerable force.

Compliance is not only a matter of 
adequately training and monitoring 
employees, especially sales 
representatives, under the FCPA, but 
also under the Code on Interactions 
With Healthcare Professionals published 
by PhRMA10 (particularly section 5) and 
applicable overseas codes of practice. 

Qui Tam

The False Claims Act11 allows a private 
individual (a whistleblower) to sue in the 
name of the US government against an 
organisation for acting or failing to act in 
relation to fraud. Such Qui Tam actions 
allow the private individual (usually 
employees or former employees) to 
receive a proportion (15-30%) of the 
amount recovered by the government. 
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pharmaceutical industry is likely to be 
judged by reference to the Association of 
the British Pharmaceutical Industry’s Code 
of Practice for the Pharmaceutical Industry 
(Code). A breach of clause 19 of the Code, 
which provides that the level of subsistence 
offered to healthcare professionals “must be 
appropriate and not out of proportion to the 
occasion” may mean that an offence has been 
committed under the BA.

This area of law is further complicated by 
the fact that there are differences in the 
scope of the Code and the BA. The broader 
application of the BA means that the BA 
can capture situations that the Code does 
not. Thus, when doing business in the UK, 
care must be taken to scrutinise hospitality 
arrangements to ensure compliance with 
both the Code and the BA. 

Australia

In Australia, the offence of bribing a foreign 
public official is contained in Division 70 of 
the Criminal Code, which is in Schedule 2 
of the Criminal Code Act 1995 (Cth). Section 
70.2 of the Criminal Code captures a broad 
range of conduct, whereby a person offers 
or pays a benefit to a foreign public official 
with the intention of influencing that person 
in the conduct of their duties. The offence 
is based on intent and applies regardless 
of the outcome of the bribe or the alleged 
necessity of the payment.

The offence applies where the conduct 
occurs wholly or partly in Australia, or 
wholly or partly on board an Australian 
aircraft or an Australian ship.25 The offence 
also applies to conduct committed wholly 
outside Australia where the person who is 
alleged to have committed it is:26 

•	 an Australian citizen
•	 a resident of Australia, or 
•	 an Australian company. 

From 20 February 2010, the Crimes 
Legislation Amendment (Serious and 
Organised Crime) (No. 2) Act 2010 
amended the Criminal Code by raising 
the penalties for bribery of foreign public 
officials. The penalties for individuals are a 
fine of up to $1.1 million and/or up to 10 
years imprisonment27 whereas the penalty 
for a body corporate includes:

•	 a fine of up to $11 million
•	 three times the benefit flowing from 

the conduct, or
•	 if that benefit cannot be determined, 

10 % of annual turnover.

In addition to criminal penalties, any 
benefits obtained by foreign bribery can 
be forfeited to the Australian Government 
under the Proceeds of Crime Act 2002 
(Cth). These penalties are more severe 
than the penalties under the FCPA (where 
the maximum penalty is two times the 
benefit received) and are intended to 
reflect the serious nature of such offences 
and act as a deterrent.

There is a regulatory gap in Australia for 
uncovering fraud and anti-competitive 
behaviour amongst the members of the 
Australian pharmaceutical and medical 
device industry. The Criminal Code 
only provides for bribery offences of 
Commonwealth public officials and 
foreign officials, but does not extend to 
the bribery of members of the industry, 
such as doctors and pharmacists, like the 
US FCPA (for employees of state-owned 
facilities) and the UK BA. The Medicines 
Australia Code of Conduct goes some 
way to ensuring transparent and ethical 
dealings within the industry, but there is a 
need to improve existing laws to facilitate 
access to information to investigate and 
prosecute bribery within the Australian 
pharmaceutical and medical device sector.

Ultimately, the precise extent of the 
BA’s extra-territorial effect will be a 
question for the UK courts to resolve. 
In the meantime, it would be prudent 
for Australian and other non-UK 
companies with operations in the UK 
to ensure that their internal policies and 
procedures adequately mitigate the risk of 
contravening the BA. 

Unlike the equivalent provisions of the 
Australian Criminal Code or the US 
FCPA, the BA contains no exception or 
defence for ‘facilitation payments’ made 
to expedite or secure the performance 
of a “routine government action.”21  In 
Australia, allowable ‘facilitation payments’ 
must not relate to any decision to award 
new business or to continue an existing 
business, or any decision related to the 
terms of the new or existing business. 
The ‘facilitation payment’ must be of 
minor value and must be documented. 
Facilitation payments have always been 
illegal under English law and remain 
so under the BA. The Australian 
Government is currently reviewing the 
treatment of facilitation payments, among 
other things, with a view to abolishing the 
defence under Australian law.22 

In relation to private sector bribery 
(also known as gifts, hospitality and 
entertainment), the Guidance states 
that transparent, proportionate and 
reasonable “bona fide hospitality and 
promotional or other business expenditure 
which seeks to improve the image of 
a commercial organisation, to better 
present products and services, or establish 
cordial relations” is not intended to be 
criminalised under the BA.23 However, 
the Guidance emphasises the need to 
consider the surrounding circumstances, 
including the seniority of the person 
who receives the hospitality and the 
norms in the industry.24 The standard 
of reasonableness in the case of the 



[ P u B l i c a t i o n  n a M e ]

Legal Rx 10 September 2012

14. Howse, R., Daniels, R., “Rewarding 
Whistleblowers: The Costs and Benefits of an 
Incentive-Based Compliance Strategy.” Reprinted 
from Corporate Decision-Making in Canada, 
edited by Ronald J. Daniels and Randall Morck 
(Calgary: University of Calgary Press, 1995), 
pages 525-549.

15. Callahan, E.S., Collins, J.W., “Employee Attitudes 
Toward Whistleblowing: Management and Public 
Policy Implications”, Journal of Business Ethics, 
11,1992, p. 939.

16. “Justice Department Recovers $3 Billion in 
False Claims Act Cases in Fiscal Year 2011,” 
US Department of Justice Press Release, 19 
December 2011. Available from: <http://
www.justice.gov/opa/pr/2011/December/11-
civ-1665.html >, accessed 8 May 2012.

17. “2011 Year-End False Claims Act Update,” 
Gibson Dunn Lawyers, 5 January 2012.  Available 
from: <http://www.gibsondunn.com/
publications/pages/2011YearEndFalseClaimsAct
Update.aspx>, accessed 8 May 2012. 

18. The Bribery Act 2010 Guidance, Ministry of 
Justice, Available from <http://www.justice.gov.
uk/downloads/guidance/making-reviewing-law/
bribery-act-2010-guidance.pdf >, accessed 30 
January 2012.

19.  See paragraph 36 of the Guidance.

20. Russell, J., “ SFO takes tough line on bribery 
by foreign companies”, The Telegraph, 31 
March 2011, Available from: <http://www.
telegraph.co.uk/finance/yourbusiness/bribery-
act/8416983/SFO-takes-tough-line-on-bribery-
by-foreign-companies.html>, accessed 30 January 
2012.

21. See section 70.4 of the Criminal Code and 15 
U.S.C. §§ 78dd-1(b).

22. “Bribery of foreign public officials is a crime”, 
Australia Government Attorney Generals’ 
Department. Available from: <http://www.
ag.gov.au/foreignbribery>, accessed 31 January 
2012.

23. See paragraph 26 of the Guidance.

24. See paragraph 29 of the Guidance.

25. Section 70.5(1)(a) of the Criminal Code.

26. Section 70.5(1)(b) of the Criminal Code.

27. Section 70.2(4) of the Criminal Code.

It is important to be aware that even a 
company with thorough anti-corruption 
policies and procedures may fail to prevent 
a foreign bribe given the strict legal tests. 
However, having in place such policies and 
procedures and evidence to demonstrate a 
company’s enforcement of its policies will 
stand the company in better stead in the 
event of legal or regulatory action. 
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Conclusion

The legal and regulatory environment in 
which pharmaceutical and medical device 
companies operate and the globalised 
structures of such companies presents 
unique obstacles to complying with 
domestic and foreign anti-corruption 
legislation and various Codes of Practice. 

Operating in this complex area of law, 
pharmaceutical and medical device 
companies should be aware that the 
engagement of healthcare professionals 
(whether through sponsorships, the 
provision of educational events or 
provision of gifts and entertainment) can 
not only fall foul of the Medicines Australia 
Code of Conduct (and the equivalent 
overseas Codes of Practice) but can 
also be an offence under the Criminal 
Code, the BA or the FCPA. Companies 
should ensure that they have robust anti-
corruption policies and internal controls in 
place which take account of the relevant 
legislation and Codes of Practice. More 
importantly, these policies should be 
regularly reviewed and enforced.

Pharmaceutical and medical device 
companies must train and monitor the 
actions of subsidiaries, agents, employees 
and contractors in order to reduce the 
risks of contravening domestic and foreign 
anti-corruption laws and applicable Codes 
of Practice. Anti-corruption policies 
ought to include a requirement for 
prior written authorisation by an officer 
of the company for any payment to a 
foreign official, and ought to prescribe 
legally scrutinised documentation and 
contractual terms for the engagement of 
agents and contractors. This is in addition 
to undertaking a thorough due diligence 
process before so engaging third parties 
in order to mitigate the risks of breaching 
domestic and foreign anti-corruption laws. 

For further information contact: 

 Dr Teresa Nicoletti, Partner 
 t  +61 2 9253 9946     
tnicoletti@piperalderman.com.au
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Workplace bullying - what employers need to 
know 
Workplace bullying remains a matter of concern for organisations trying to 
comply with their obligations under workplace health and safety laws, as well as 
discrimination and workers compensation laws. This article looks at some of the 
key issues employers need to know.

Specifically, managers and supervisors 
have a right to manage the work and 
performance of their employees and take 
reasonable management action to maintain 
productivity. Section 11A of the Workers 
Compensation Act 1987 (NSW) recognises 
this, and specifically provides an exception 
to payment of workers compensation for 
psychological injury, where the injury “was 
wholly or predominately caused by reasonable 
action taken or proposed to be taken by or on 
behalf of the employer with respect to transfer, 
demotion, promotion, performance appraisal, 
discipline, retrenchment or dismissal of 
workers…” (similar provisions exist in other 
state and territory workers compensation 
legislation).

Reducing illegitimate claims

A functional and flexible workplace 
bullying policy, drafted in consultation with 
employees, is one of the key measures in 
not only reducing bullying, but in providing 
a measure for assessing illegitimate claims. 
Typically, such a policy will cover standards 
of acceptable and unacceptable behaviour, 
sanctions for unacceptable behaviour, and 
will provide information on complaints 
handling procedures. All employees 
should be made aware of the existence of 
such policies and management should be 
provided with training to recognise and deal 
with incidents of bullying in the workplace. 
Additionally, a highly effective and practical 
measure for reducing illegitimate claims 
is the effective  training of management 
in dealing with employee performance. 

When systematic performance 
management becomes a common part 
of management’s actions, employees 
become accustomed to the process 
without undue fear of the purpose and 
effect of feedback on their performance.    

Finally, while it is important that 
complaints are adequately handled in 
accordance with workplace policies, 
addressing claims of workplace bullying 
does not always need to be a lengthy, 
costly and formal process. Approaching 
allegations of bullying informally, without 
the need for a formal investigation, can be 
an effective way of obtaining information 
to decide whether an allegation of bullying 
is legitimate, or further investigation is 
required.  Requiring every bullying claim 
to be formally investigated delays action 
against actual bullies and potentially makes 
managers fearful of doing their job. 

The effects of bullying can be far-reaching, 
with both direct and indirect implications 
for business. These range from loss of 
morale to workplace disruptions and, in 
some cases, legal action. Given the broad 
perception of what amounts to bullying 
by many employees, how can businesses 
ensure that they comply with the law and 
reduce illegitimate claims at the same 
time?

What is workplace bullying?

Workplace bullying is repeated (usually), 
unreasonable behaviour directed towards 
an employee or a group of employees, 
that creates a risk to health and safety. 
Bullying can be either direct or indirect, 
intentional or unintentional behaviour 
that a reasonable person would see as 
victimising, humiliating, undermining or 
threatening.

Both employers and employees have an 
obligation under work health and safety 
laws to prevent, to the extent reasonably 
practicable, bullying in the workplace.

What isn’t bullying?

It’s important to recognise that not all 
situations that cause employees anxiety 
or discomfort will be characterised 
as bullying. The law recognises that 
differences of opinion, or personality 
clashes, as well as reasonable 
management action do not amount to 
bullying. 
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[ P u B l i c a t i o n  n a M e ]

Did you know…

“...we conduct compliance training for 
pharmaceutical and medical device clients, 
including regulatory compliance training, 
privacy training and training covering the 
Australian Consumer Law and industry 
codes of practice.” 
            

  
“…we have a growing base of clients 
across the pharmaceutical and medical 
device industries, ranging from small  
start up businesses to multi-national 
companies.” 
 

 

 
“...we have expertise across all therapeutic 
areas and those that involve cutting-edge 
research and technology, such as stem 
cells. Our advice draws on legal, scientific, 
regulatory and commercial expertise which 
is unmatched in Australia.” 

“…that a member of our team has been 
on the Administrative Appeals Tribunal 
for more than 6 years. It goes without 
saying that we are recognised experts in 
administrative decision making.”
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