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Editor’s Note  
 
 
PwC’s Pharmaceutical & Life Sciences network is 
pleased to present you with our tenth issue of the 
Asia-Pacific Pharmaceutical & Life Sciences 
industry newsletter. 
 
The newsletter aims to keep you informed of the 
latest developments in the industry for 
pharmaceutical, biotechnology, medical device, 
diagnostics and healthcare companies. 
 
Our first newsletter for the 2013 calendar year 
once more highlights a number of developments 
of direct interest to Pharmaceutical & Life 
Sciences companies that have impacted the 
industry in the recent months. 
 
In our Compliance section we report on 
Australia’s upcoming disclosure regime in 
respect of the payments made to doctors. 
 
Our section on Pricing & Reimbursement 
developments includes an update on Australia’s 
pricing and reimbursement environment, 
China’s latest price cuts, Japan’s price 
reductions for generics and on India’s new drug 
pricing policy. 
 
Our Regulatory section focuses in on India’s 
recent decision with respect to Foreign Direct 
Investment (FDI) into India. 
 
Finally, in our Tax section, we outline the 
finalised retrospective changes to Transfer 
Pricing rules in Australia, look at further 
guidance on ‘beneficial owner’ status in China, 
India’s new General Anti Avoidance Rules, 
changes in Taiwan’s taxation of shares and 
securities and some safe harbour provisions in 
Singapore.  
 
We trust that the information is of use to you and 
your organisation. If you would like to discuss 
any topic in more detail, feel free to reach out to 
your PwC territory contact on the last page, or the 
relevant experts listed after each article. 
 
 
Tim Hogan-Doran 
Editor 
tim.hogan-doran@au.pwc.com 
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John Cannings  
PwC East Cluster Pharma  
& Life Sciences Leader 

Welcome to our 10th Edition of the Asia-Pac Pharma & Life 

Sciences Industry Newsletter. 

I have recently taken on the role of PwC’s East Cluster 

Pharma & Life Sciences Leader which covers most of the 

territories in the Asia-Pac region including Japan, China, 

Australia & New Zealand and South East Asia. 

When we include India into the region, our newsletter covers 

the 2nd, 3rd and 13th largest pharmaceutical markets in the 

world and one in which our clients are delivering medicines, 

medical devices and healthcare to approximately one third of 

the world’s population. 

As the industry knows only too well, Pharma is at a critical 

juncture – the next few years may look bleak, but the 

following decade is forecast to bring an era of renewed 

productivity and prosperity. 

The demand for medicines is rising and global 

pharmaceutical sales are projected to increase by nearly 40% 

to nearly $1.6 trillion by 2020.  Healthcare in the Asia-Pac 

region, like the rest of the world, is consuming too large a 

share of GDP to be sustainable.   

Emerging issues like the ageing population, chronic diseases, 

health reform, new cost constraints and rising customer 

expectations – are adding extra pressures on existing 

economic and operational challenges facing the industry. 

PwC has recently launched an update to our previous Pharma 

2020 reports with the theme “From vision to decision”.  

According to the report, the growth markets (including 

China, India and Indonesia) – which will account for 30% of 

the world’s GDP and where demand for medicines will more  

 

 

 

 

 

 

than double by 2020 – offers the Pharma industry countless 

opportunities. However, the report also highlights that for it 

to be profitable, it’s about being sensitive, strategic and 

targeting the right population with the right medicines and 

delivering value. 

We set out in this newsletter and across our Pharma and life 

sciences network within the region to help our clients 

navigate through these issues, understand the markets and 

market trends they are operating in and to position 

themselves to create the value they are looking for today 

whilst preparing for a rapidly changing world tomorrow. 

I trust you will find the enclosed newsletter of interest to your 

business and I welcome your thoughts on any of the issues 

and priorities it raises for your organisation. 

Please don’t hesitate to contact myself or any of the Territory 

leaders whose contact details are set out on the back page of 

this newsletter, if you have any questions you would like to 

discuss. 

Yours sincerely, 

 

 

 

John Cannings, OAM  

PwC East Cluster  

Pharmaceuticals & Life Sciences Leader 
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Australia 

Disclosure of payments to individual 
doctors in 2 years time  

The Australian Competition and Consumer Commission 

(ACCC) has granted authorisation for edition 17 of Medicines 

Australia’s Code of Conduct however the ACCC has given 
pharmaceutical companies that are members of Medicines 

Australia two years to improve transparency of payments and 

sponsorship made by pharmaceutical companies to 
individual healthcare professionals.  

The ACCC commissioner Sarah Court has stated that 

improving transparency around payments to individual 
doctors will play an important role in promoting community 

confidence in the integrity of these payments to healthcare 

professionals. 

So that the code can be amended in a timely manner to 

incorporate the individual disclosures the ACCC has 

authorised the code for two years rather than the five years 
sought by Medicines Australia. In a statement the ACCC has 

said that it believes that the  remaining issues associated with 

a framework for individual disclosure can be substantially 
addressed in the next 12 to 18 months and an amended Code 

implemented by early 2015. 

The in-house magazine of the Australian Medical Association 
(AMA), Australian Medicine reported that the AMA welcome 

the greater disclosure required but was worried about the two 

year timeframe being enough time to sort out a complex 
issue. Currently, they note that laws in place in the United 

States call for pharmaceutical companies to publish details of 

payments made to individual practitioners, and the 
consumer watchdog wants a similar regime in place here by 

early 2015. 

The AMA, through their President, Dr Hambleton has said 
that the fact that there was yet to be a single disclosure in the 

US, despite the law, showed how difficult and complex it was 

to establish arrangements that provided full disclosure in a 
way that was fair to all and did not lead to misconceptions. 

GP's daily newsletter 6minutes has noted that the new 

pharma code cracks down on prizes for doctors. Some of the 
items that doctors are no longer allowed to accept include: 

 prizes being given to health professional in 

competitions at events such as exhibitions; 

 

 

 

 

 all brand name reminders, such as tongue 

depressors and anatomical models; & 

 gifts such as flowers and chocolates. 

 They also reported that tougher rules have been introduced 

for the way that clinical information is presented by industry 
representatives – with more explicit bans on promoting 

unapproved drug indications. Company representatives are 

now also required to make it clear to doctors when studies 
supporting their products are not based on primary end 

points or where the studies do not have a value. 

Meanwhile despite the tough rules present in the United 
States a new report finds that gifting by pharma companies 

can still influence doctors prescribing.  

The study in JAMA Intern Med found that Physicians who 
received industry-provided food and/or beverages in the 

workplace and samples were significantly more likely to 

accede to patient demands for brand-name drugs. Also, 
physicians who meet with industry representatives to stay up 

to date are more likely to give in to patient requests for brand 

names. These findings are likely the result of the fact that 
industry gifting of food and beverages coincides with “up-to-

date meetings” with drug representatives; thus, these factors 

work together to increase the likelihood that physicians will 
prescribe a brand name and clearly serve a marketing 

function. 

PwC Comment 

With the ACCC authorisation only lasting 2 years, the 

industry has much to do in the coming months to improve 

transparency of payments and sponsorships else further 
government action may result.   

 

 

 

 

 

 

DISCUSS THIS WITH 

Daniella Arena  
+61 (2) 8266 5286           
daniella.arena@au.pwc.com 
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Australia  
Pricing and Reimbursement  

Although there have been no new price cuts announced or 
introduced by the Australian Government in Australia 

recently, pricing and reimbursement remain high on Pharma 

companies agenda.  

This is due to a number of factors including (but not limited 

to): 

1. Comparator price erosion, where a new originator 
molecule has a generic comparator, and particularly now 

tha regular price reviews are flowing through Mandatory 

Price Disclosure (MPD) for generic and off patent drugs 
on the Government’s F2 formulary; 

2. The low success rate for many new drugs seeking 

reimbursement under the Government’s Pharmaceuticals 
Benefits Scheme (PBS) via “cost  effectiveness” 

submissions to the Government’s independent advisory 

committee the Pharmaceuticals Benefits Advisory 
Committee (PBAC); and 

3. No clear decision being reached on the future for 

“deferral of PBS listings” between the industry and 
Government. 

Notwithstanding the fact that the Government has recently 

abandoned its goal of returning the Australian budget to 
surplus in 2013 (ahead of a Federal election later this year), 

the tight fiscal environment continues to dampen both the 

Department of Health & Ageing (DoHA as payer) and 
treasury’s appetite to provide the industry with some 

certainty or predictability over future pricing policy. 

This has led some companies to decide to withdraw or not 
launch certain products into the Australian market due to the 

prevailing uncertainty and experience with price 

negotiations. We are also starting to see an increase in some 
companies making their products available under private 

script rather than go to the expense and uncertainty of 

seeking PBAC recommendation and reimbursement under 
the PBS.  

 

 

 

China 
New Price Cut Policy 

In late 2012, the National Development and Reform 
Commission (NDRC) of China officially announced that a 
new price cut policy for pharmaceuticals will take effect on 1 
February, 2013. This price cut policy involved 20 categories 
of pharmaceuticals, including 400 separate medicines in over 
700 formulations, mainly for respiratory disorders, pain and 
fever. The maximum prices of these medicines were to be cut 
by an average of 20%, which poses a great challenge to 
multinationals in the China market. 

Similar to the last round of price cuts in October 2012, 
expensive and independently priced drugs from 
multinationals were worst hit. For example, Plaquenil 
(hydroxychloroquine) for arthritis from Sanofi-Aventis will 
have a new price of RMB 56.80 (USD 8.90) per box, 13% 
below the current RMB 65.00 per box. AstraZeneca’s 
Diprivan (propofol injection) meanwhile will see its price 
slashed to RMB 88.80 per bottle, a 32% cut from its current 
price of RMB 130.00. Other affected drugs from 
multinationals include Novartis’ Lioresal (baclofen) with a 
10% cut, Eli Lilly’s Humalog (insulin lispro) with 13% cut, 
and Takeda’s lornoxicam with a 15% cut.  

Meanwhile only three Chinese companies were likely to be 
affected - Chengdu-based Hexin Pharma, Guangzhou-based 
Baiyun Pharmaceutical and Taizhou-based Yangtze River 
Pharmaceutical. The commission has also decided to revoke 
independent pricing policies for seven drugs from them. 

Mr. Dacai Song, the director of pharmaceutical pricing 
department of NDRC, said that the price cut policy is aimed 
to relieve the financial burden of healthcare, improve the 
quality of local generics producers and reduce dependence on 
MNCs. Mr. Song also said that the current round of price 
adjustment is almost done. This could  mean a relatively 
stable period in pricing for the next two to three years.  

Meanwhile, China is increasing coverage for serious diseases. 
In an initiative that started in 2013, China's rural medical 
insurance will now cover 20 types of serious diseases such as 
lung cancer and gastric cancer. This could mean more 
consumption in those product areas, but also more pricing 
negotiations for these products by the government in on the 
horizon.   

 

 

 

 

DISCUSS THIS WITH 

Xu Jia  
+86 (10) 6533 7734 
Jia.x.xu@cn.pwc.com  

 

DISCUSS THIS WITH 

John Cannings  
+61 (02) 8266 4410 
john.cannings@au.pwc.com  
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India 
New Drug Pricing Policy 

Recently, the Government of India cleared the way for the 

much awaited National Pharmaceutical Pricing Policy 2012. 

Unlike the current cost based pricing policy, this new policy 
is market based, and seeks to control prices of all strengths 

and dosages of 358 drugs and their combinations falling into 

the National List of Essential Medicines (NLEM). The price 
control will also be applicable to imported medicines, if these 

drugs also fall in the list of essential medicines. 

In order to promote indigenous research, prices of original 
research products having a patent in India will be exempt 

from price control for five years. The ceiling price will be 

computed using the simple average method of all drugs with 
over 1% market share under a particular therapeutic area. 

The government is expected to come out with the new Drug 

Price Control Order (DPCO) by early 2013 in which the new 
prices will be announced. 

The policy document on the website of the Department of 

Pharmaceuticals says that manufacturers will be free to fix 
any price for their products equal to or below the ceiling 

price. The controlled price will be revised every five years or 

as and when the NLEM is updated or revised. If there is a 
significant change in the market structure of a product, the 

government may revise the ceiling price even earlier.  

The policy also allows an annual price increase of up to 10% 
for non-NLEM products, though the prices of existing price-

controlled products not included in the NLEM 2011 will be 

frozen for one year and thereafter they will be allowed 
increases of up to 10% a year. The Department of 

Pharmaceuticals will monitor production and availability of 

all NLEM products. According to various industry analysts, 
the estimated impact of the proposed pricing policy on the 

top line drugs will be in the range of 3- 10% price cuts.  

PwC Comment 

Going forward Pharma companies will have to focus on 

volumes to negate the impact of the proposed policy changes 
and devise suitable pricing strategies to mitigate the risk to 

product prices. 

 

 

 

 

 

 

 

 

 

 

DISCUSS THIS WITH 

Sujay Shetty  
+91 2 2666 9130 
sujay.shetty@in.pwc.com 
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Japan 
Reduction of generics price 

The drug price war in Japan has intensified in respect of long 

listed products (LLP). In December 2012 the Central Social 

Insurance Medical Council said that a new pricing system for 
generics would be introduced to help reduce their prices.  

This will apply where the replacement of long-listed products 

by generics does not happen within a pre-determined period 
after the patent expires. 

 It is a notable trend in Japan that LLPs do not seem to lose 

their market share rapidly after their patents expire. This is 
said to be due to doctors and patients preferring LLP brands 

over generics; and the quality of generic products from some 

manufacturers being perceived as lower than the LLPs. 

Although certain doctors show a clear preference towards 

LLPs, opinions are polarized. Some are willing to accept 

generics if manufacturers enhance their quality and after 
sales service and there is an expectation that manufacturers 

contribute to lowering of drug prices. In fact, the price of 

generics is on average 70% of LLPs but, in reality, this price 
might decrease further by up to 40% of the original, based on 

a weighted average of all generics.   

 The generics market share in volume is not expected to 
achieve its target of 30% by April 2013, set by Ministry of 

Health, Labour and Welfare (MHLW).  Generic 

manufacturers are concerned that price reductions will 
adversely impact the development of stable supply chains. 

 Generics and LLP manufacturers have to adjust their 

strategies quickly to respond to the demands of doctors, 
including enhancing after-sales support, increasing clinical 

evidence to support their use and cutting costs to maintain 

their margin. For manufacturers, they need to make it a 
priority to continue to monitor whether this pricing policy 

can succeed in growing the generic market. 

Introduction of HTA policy in 2014 

The MHLW’s Health Technology Assessment (HTA) task 
force in Japan has been working towards implementing the 

HTA as part of the drug launch process in 2014.  

There are two outstanding areas that need to be resolved.  
First area is defining the scope and definition of cost when 

comparing it to the benefit to public healthcare.  Second area 

is establishing a basis of comparison to assess the new 
technology.  The latter appears to be easier to agree, with the 

basis for comparison being the most common alternative to 

replace the new technique.  The main outstanding issue,  

 

 

is what is to be included in the cost calculation formula. 

It is interesting to see how opinions of the various 

stakeholders differ. From the government’s point of view, 
only objective indicators should be included that can be 

readily assessed. Therefore, costs would be based on 

insurance and reimbursement factors without including 
productivity loss (i.e.. opportunity cost such as the lost 

working hours caused by sick leave), which can be more 

ambiguous and difficult to quantify.  Conversely, doctors 
prefer not to exclude patient productivity loss because they 

believe calculations that are based only on objective 

indicators can underestimate the value of medical treatment.  

In fact, productivity loss varies widely, reflecting individual 

differences and a key opinion specialist, Associate Professor 

Fukuda of the Graduate School of Public Policy at the 
University of Tokyo, says that the EuroQuol-5 Dimension 

(EQ-5D) is the measurement commonly used in the 

calculation of Quality Adjusted Life Year (QALY), used for 
example in the UK’s National Institute for Health and 

Clinical Excellence (NICE) HTA calculation.  He suggests that 

the global trend is to measure patient quality of life based on 
their subjective perception rather than opportunity cost.  

Doctors are, however, hesitant to accept patients’ self-

evaluation as an indicator to score medical technology and 
they expect EQ-5D to be used in combination with other 

objective measurements. At this moment, EQ-5D scale can be 

introduced as a trial but specific Japanese evaluation criteria 
to measure the costs might be developed during the trial 

period.  

The HTA itself begun in the UK and Australia as a way to 
justify the cost of utilising new technologies and drugs. How 

original metrics that measure the costs in Japan are 

determined will be the key to successfully concluding this 

debate and implementing the HTA policy in 2014. This will 

likely affect the market approval process in Japan and so 

pharmaceutical manufacturers should consider their R&D 
and strategic planning processes to ensure they will be able to 

meet these changes.

DISCUSS THIS WITH 

Ayako Miyata 
+81 (80) 4466 1848 
ayako.miyata@jp.pwc.com 
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India 
CBDT Circular  

The Central Board of Direct Taxes (CBDT) with a view to 
capture any free items given to doctors under the tax net has 

issued circular no. 5/2012 dated 1 August, 2012 (circular). 

The Circular directs the tax officers to disallow expenses in 
nature of such gifts incurred by pharmaceutical or allied 

health sector industries which have provided such gifts and 

also to consider them as taxable in the hands of doctors. 

The Medical Council of India (Council), in exercise of its 

statutory powers, had earlier amended the Indian Medical 

Council (Professional Conduct, Etiquette and Ethics) 
Regulations, 2002 on 10 December, 2009 imposing a 

prohibition on the medical practitioner and their professional 

associations from taking any gift, travel facility, hospitality, 
cash or monetary grant from the pharmaceutical and allied 

health sector industries.  

The CBDT, in the aforesaid Circular, has provided that 
freebies to medical practitioners and their professional 

associations is in violation of the regulations issued by 

Council, which is a regulatory body constituted under the 
Medical Council Act, 1956. 

As per section 37 of the Income-tax Act, 1961 (the Act) any 

expense, incurred for a purpose which is either an offence or 
prohibited by law is not allowed as a deduction. Considering 

that the provision of free items to doctors is in violation of 

regulations issued by the Council, the CBDT has noted that 
such expense would be inadmissible under section 37(1) of 

the Act being an expense prohibited by law. 

The issue which will need consideration is the nature of the 
free items which can get covered within the ambit of the 

above Circular. There are business exigencies for which 

Companies may have to incur expenditure to make doctors 

aware of availability of drugs in the market in relation to the 

cure of a particular affliction, to educate doctors about the 

new technology through seminars, conferences, training etc 
which would result in incurring such expenditure and that 

the Company may have appropriate documentation in place 

to substantiate the expenditure. 

A couple of places which require further clarification include 

the date of applicability of the aforesaid Circular (i.e. whether 

from December 10, 2009, the time of imposition of 
prohibition by the Council or applicable from the date of 

issue of Circular on August 1, 2012), as this may impact those 

years where assessments remain open. 

 

 

 

 

Compulsory Licensing 

India’s first compulsory license has been granted by the 

Controller General of Patents, Designs and Trade Marks to 

Natco for Bayer’s kidney-cancer drug Nexavar in March 

2012. This allowed Natco to sell a low-cost version at 3% of 

the original medicine’s price on the grounds that the 2.8 lakh 
INR (5,600 USD)27 charged by Bayer for a month’s dosage 

was too high for patients in India. 

According to legal experts compulsory licensing has been 
granted on the following grounds under Section 84 of the 

Indian Patent Act:  

(1) the drug did not meet the reasonable requirements of 
the public,  

(2) the drug was not reasonably affordable and  

(3) the patent was not being sufficiently ‘worked’ in India 
because it was not locally manufactured.  

PwC Comment 

This has evoked mixed response from the industry, policy 
makers and NGOs. Pharma companies will have to carefully 

examine its implication on future commercial strategies.

DISCUSS THIS WITH 

Sujay Shetty  
+91 2 2666 9130 
sujay.shetty@in.pwc.com 
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Australia 
Stage 2 of transfer pricing reforms  

The Tax Laws Amendment (Countering Tax Avoidance and 
Multinational Profit Shifting) Bill 2013 was introduced into 
Parliament in February 2013. The Bill further amends the 
transfer pricing rules (as previously released in the Exposure 
Draft 815-B in November 2012) as well as containing the 
newly updated general anti-avoidance rules (i.e. update to 
the rules to Part IVA). 
 
The House of Reps Economics Committee has released its 
report on the Bill recommending that it be passed without 
amendment. The Bill is therefore expected to pass through 
Parliament in the Autumn sitting and it is proposed that the 
new laws will come into effect for income years starting after 
the date of Royal Assent or 1 July 2013 (whichever is earlier). 
The new rules are intended to apply prospectively in the 
place of Division 13 and the ‘treaty-equivalent’ Subdivision 
815-A (which will still apply to prior tax years). 

What are the key changes?  

These new transfer pricing rules are intended to apply to 
separate legal entities, permanent establishments, 
partnerships and trusts. The key features of the Bill are: 

 The new rules will operate on a self-assessment basis. The 
Public Officer will therefore need to be satisfied that the 
company has not derived a ‘transfer pricing benefit’ 
during the year of income and that amounts brought to 
tax in Australia from dealings with overseas related 
parties reflect the financial and commercial conditions 
that would have been expected to operate at arm's length. 
This is broader than a focus on price of a transaction 
alone and requires consideration of the commercial 
context in which the transactions arose as well as the 
nature of the transaction itself and its terms. 
 

 Specific transfer pricing documentation will be required 
to be prepared by the time of lodging the annual income 
tax return for the taxpayer to be entitled to establish a 
‘Reasonably Arguable Position’  for the purposes of 
penalty mitigation in the event of a transfer pricing 
adjustment. The documentation needs to analyse the 
financial and commercial conditions that are ‘relevant’ 
and must consider the OECD Transfer Pricing Guidelines. 
 

 The Bill contains a power of recharacterisation which is 
quite broad and allows the commissioner to impose an 
alternative characterisation of transactions or disregard 
transactions altogether. Whilst it is intended to apply in 
‘exceptional circumstances’, it is not yet clear how and 
where the Commissioner might apply this power.  
 

 A new provision has been included which will apply 
where a taxpayer has received a withholding tax benefit 
due to a non-arm's length arrangement (which may for 
example, apply to inbound low or interest free loans).  

 For Thin Capitalisation purposes, the Commissioner's 
view in TR2010/7 has been preserved such that an arm's 
length rate of interest (calculated on arm's length amount 
of debt) will be applied to the actual amount of debt. 
 

 The status quo position on profit allocation for branches 
has been retained only permitting allocations of actual 
income and expenditure between a head office and its 
permanent establishment. A Board of Taxation review is 
currently ongoing and is due to report in April 2013. 
 

 There will be a statute of limitations on transfer pricing 
adjustments of 7 years. 
 

What does this mean for taxpayers? 

The wording of the new rules is likely to provide the 
Commissioner of Taxation with broader scope to make 
transfer pricing adjustments. We expect that this will be most 
relevant to taxpayers who have ‘high risk’ transactions or 
conditions, including taxpayers with: 

 Material levels of inter-company debt or complex related 
party financial instruments or structures 
 

 Sustained periods of low profitability or losses 
 

 Planned or actual cross border business restructures  
 

 Related party dealings on terms that the ATO may 
consider not to be reflective of commercial behaviour. 

From 1 July 2013, all Australian taxpayers who deal with 
related parties will need to be aware of the new requirements 

and self assessment regime. In particular, taxpayers should 

ensure they have undertaken sufficient analysis to support 
their tax filing position (i.e. that there is no transfer pricing 

benefit for the year of income) and that they have the 

appropriate processes in place to prepare the transfer pricing 
documentation in time of filing their tax returns in order to 

obtain potential relief from penalty. 

In the meantime, Division 13 and Subdivision 815-A continue 
to apply to current and prior tax years. While Subdivision 

815-A only applies to treaty countries, like Subdivision 815-B, 

it requires the comparison of actual conditions to arm's 
length conditions on a self assessment basis. The powers of 

the Commissioner are broader under Subdivision 815-A as he 

need not necessarily connect an income adjustment to 
specific transactions. In this way, we anticipate the ATO 

using this power for the high risk transactions listed above. 

For more information – see PwC’s PKN Alert / TCDR Alert 
Australia: New transfer pricing rules introduced into Parliament, 
dated 15 January 2013 

 
 

DISCUSS THIS WITH 

Lyndon James / Jeremy Capes-Baldwin  
+61 (2) 8266 3278 / +61 (2) 8266 0047 
lyndon.james@au.pwc.com / 
Jeremy.capes-baldwin@au.pwc.com 
 

http://www.pwc.com/en_GX/gx/tax/newsletters/pricing-knowledge-network/assets/pwc-australia-new-tp-rules.pdf
http://www.pwc.com/en_GX/gx/tax/newsletters/pricing-knowledge-network/assets/pwc-australia-new-tp-rules.pdf
http://www.pwc.com/en_GX/gx/tax/newsletters/pricing-knowledge-network/assets/pwc-australia-new-tp-rules.pdf
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Australia 
Australia proposes GAAR reforms to 
address tax avoidance  

The Australian government recently introduced draft 

amendments to the Australian general anti-avoidance rules 

(GAAR).  The GAAR is designed to protect the integrity of 
Australia’s income tax system. 

The amendments are intended to counter schemes that 

technically comply with the requirements of the Australian 
law but, when viewed objectively, may have been conducted 

to avoid tax.  

If approved by the Australian Parliament in their current 
form, the proposed amendments would apply retroactively to 

all entities that entered into or commenced to carry out any 

transaction, acquisition, or restructuring involving Australia, 
whether directly or indirectly, on or after November 16, 2012.  

Global Pharmaceutical companies with existing or planned 

operations or investments in Australia should consider how 
these amendments could affect active investment structures 

or transactions undertaken on or after the proposed effective 

date.  

The Legislation 

The current Australian GAAR prevents taxpayers from 

obtaining any Australian income tax benefit arising from a 
scheme where the Commissioner of Taxation is able to 

establish the existence of:  

(1)  a scheme, which is broadly defined under the tax 
legislation as any arrangement, plan, proposal, action, 

course of action or contact, whether unilateral or 

otherwise. 

(2)  an Australian income tax benefit (‘tax benefit’) 

resulting from the scheme, which involves comparing 

the scheme's tax outcomes results from any 
alternative schemes that the taxpayer might 

reasonably be expected to have entered into, and  

(3) the sole or dominant purpose of being a party to the 
scheme is to obtain the scheme's tax benefit.  

The government introduced the amendments in response to 

recent taxpayer victories in Federal Court cases on applying 
existing GAAR rules. In some of these cases, the taxpayers 

were able to argue successfully that they did not obtain a ‘tax 

benefit’ because, had they not entered into the particular 
scheme, they would not have entered into another 

arrangement that attracted tax. That is, they would have  

 

 

entered into another scheme that would have given rise to the 

same tax outcomes, or done nothing at all. 

PwC Comment 

Taxpayers that have entered into or began carrying out any 

transaction, acquisition, or restructuring on or after 

November 16, 2012, should consider how the proposed 
amendments would affect the transaction. Taxpayers should 

also document the commercial drivers (including non-

Australian income tax reasons) for undertaking any step that 
may give rise to a tax-efficient Australian income tax 

outcome. 

For more information on the application of the proposed 
GAAR legislation, please refer to PwC’s February 27, 2013 

 AsiaPac Tax Newsalert  
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India 

Tax Accounting Standards 

The Central Board of Direct Taxes ('CBDT') had constituted a 

Accounting Standard (‘AS’) Committee (‘the Committee’) to 

harmonise the Institute of Chartered Accountants of India - 
Accounting Standards ('ICAI-AS') with the Income tax law, 

and also make suggestions for transition into the IFRS-

converged Indian AS (‘Ind-AS’).  

 In its final report, the Committee has recommended 

notification of 14 Tax Accounting Standards (TAS), with 

certain deviations from the existing ICAI-AS (significant TAS 
being Revenue Recognition, Construction Contracts, Effects 

of Changes in Foreign Exchange Rates, Borrowing Cost, 

Intangible Assets etc). 

The Committee also made the following recommendations to 

deal with issues arising from the introduction of TAS: 

• TAS should apply to all taxpayers without any 
turnover or income threshold.  

• TAS should be applicable only to computation of 

taxable income. Tax payers will not be required to 
maintain separate set of books of account on the basis 

of TAS. 

• TAS will be applicable only to taxpayers following 
mercantile system of accounting for tax purposes.  

• Where there is a conflict between the Income tax Act, 

1961 (‘the Act’) and TAS, the provisions of the Act will 
prevail. 

• Appropriate modifications will need to be made to the 

Return of Income and to Tax Audit Report in Form 
3CD, so as to ensure compliance with TAS.  

• On transition to TAS on a specific or specified date, a 

situation may arise where income arising from a 
particular transaction may neither be taxable in the 

pre-TAS period nor in the post-TAS period or may be 

taxable in both periods. To address such situations, 
wherever required, transitional provisions must be 

introduced, along with TAS.  

While the deviations have been specifically identified in TAS, 
their impact may be far reaching, especially considering some 

of the basic deviations on established tax computation 

principles. As TAS stipulates a different treatment for 
different items of income and expense from the ICAI-AS, it 

would give rise to additional computations and 

reconciliations for tax purposes.  

 

 

Large number of issues settled through judicial precedents 

based on well established accounting principles relating to 

taxation of income are likely to be affected with the 

introduction of TAS. 

PwC Comment 

Considering the above, it may be desirable for a tax payer to 
examine impact of TAS on its tax position 

 

 
 
 
How is the biotech industry faring in 
the current economic and scientific 
environment?   

 
India Pharma Inc.  

Gearing up for the next level of growth 

 
In this report, we look at the different types of growth levers 

that have fuelled the growth of the Indian market, emerging 

new business models, as well as the key success factors that 
need to be kept in mind to achieve sustainable long-term 

growth. This report presents an overview of some of the 

issues facing the industry today and throws light on the road 
ahead for all stakeholders, to realise its full potential. We can 

cover this report as special feature. 

 
Download PDF  
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Singapore 
Extended tax relief period under the 
Development and Expansion Incentive 

Pharma and life science companies with substantial presence 

in Singapore may enjoy reduced tax rates (generally 5% or 

10%) under the Development and Expansion Incentive (DEI). 
DEI is usually granted to companies which invest in 

Singapore and undertake value added activities including but 

not limited to supply chain management, research and 
development, test bedding of new concepts, IP management, 

strategic business planning, shared services, marketing 

control and planning etc. Previously, a DEI could be granted 
up to a maximum of 20 years. 

Recently, Singapore’s tax legislation was amended to allow 

the concerned authorities to grant the DEI up to 40 years. 
Prima facie, such a change indicates Singapore’s willingness 

to provide a long term assurance with respect to the 

incentivised tax rate that can be enjoyed by a qualifying 
entity operating in Singapore. However, the authorities are 

likely to critically evaluate the merits of each case before 

awarding the DEI for more than 20 years. 

Any extension beyond the 20th year is restricted to no more 

than 10 years at any one time. It is also important to note that 

a sunset clause has been inserted to allow grant of this 
benefit to existing DEI incentivised entities during the period 

between 18 February 2008 and 17 February 2018 (both dates 

inclusive). 

Integrated Investment Allowance Scheme 

Singapore recently unveiled another new incentive known as 

the Integrated Investment Allowance (IIA) scheme. Subject 
to certain conditions, the IIA scheme allows taxpayers to 

claim an additional allowance (in addition to normal capital 

allowances) on fixed capital expenditure incurred on 
qualifying equipment for an approved project. Approved 

projects refer to following projects undertaken outside 

Singapore by another project company on behalf of the 
taxpayer:  

(a) a manufacturing project; or  

(b) a project involving provision of specialised 
engineering or technical services. 

Businesses interested in availing of the IIA scheme for a 

particular project will need to obtain prior approval from the 
Minister. 

 

 

 

PwC Comment 

The IIA scheme can be appealing for pharma companies 

which are planning to invest in qualifying equipment for use 
by another project company in undertaking approved 

projects outside Singapore. However, it is pertinent to note 

that the IIA scheme will not be applicable for automation 
equipment on which enhanced allowances have already been 

granted under the Productivity and Innovation Credit (PIC) 

scheme.  
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Taiwan 

Anti-tax avoidance rules proposed in the 
draft amendments to the Income Tax Act  

Currently, investment in overseas investee companies is only 
taxed when dividends are repatriated to Taiwan, or where a 
Taiwan parent company disposes overseas investment at a 
gain. 

Controlled Foreign Company (“CFC”) Rules: 

The Ministry of Finance (“MOF”) has proposed to implement 
CFC Rules from 2015 onwards.  Pursuant to the draft 
amendments to the Income Tax Act (“ITA”), profits of CFCs 
that meet prescribed criteria shall be recognized as taxable 
investment gains based on the equity method. The MOF will 
draft the relevant CFC enforcement rules after the passage of 
the proposed CFC legislation.   

Companies with certain un-repatriated passive earnings in 
foreign holding companies may be affected by this 
amendment. 

Place of Effective Management: 

Moreover, as specified under the draft amendments to the 
ITA, if a foreign company’s place of effective management is 
situated in Taiwan, the foreign company will be deemed an 
enterprise that has its head office in Taiwan. In accordance 
with Article 3 of the ITA, where an enterprise has its head 
office within the territory of Taiwan, corporate income tax 
will be taxed on its global income.  Therefore, a foreign 
company may be subject to Taiwan income tax assessment 
accordingly.  

PwC Comment 

Notwithstanding the MOF has introduced the concept of 
“CFC Rules” and “Place of Effective Management” in the 
draft amendments to the ITA, relevant details are still under 
discussion. At the moment of submitting this newsletter, the 
draft amendments to ITA had passed Executive Yuan’s 
examination and submitted for Legislative Yuan’s review. We 
shall closely monitor the draft amendments’ development in 
the Legislative Yuan. 

Our clients should re-examine the company’s 
existing/current group holding structure and consult 
qualifies experts in preparation of the potential CFC regime. 

 

 

 

 

 

Updates  

This section contains some short updates to articles covered 

in previous editions of PwC’s Asia-Pacific Pharma & Life 

Sciences Newsletter.   

 

 

 

 

 

 

 

India Government’s decision on Foreign 
Direct Investment (FDI) 

The Government of India has taken an interim decision to 
make it mandatory for all foreign investments in existing 

domestic pharma firms to be cleared by the Foreign 

Investment promotion Board (FIPB) till the Competition 
Commission of India is empowered to take a view on such 

mergers and acquisitions. At the same time, FDI up to 100% 

under the automatic route was continued for green-field 
investments in the pharma sector. 

PwC Comment 

There is a possibility for slow down of acquisitions in India. 
But the industry is also of the opinion that if the approvals 

are not delayed, then it may still be largely an acceptable 

reform.  
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PwC East Cluster: 
 People Update 

 

 

 
 
Sandy Johnston  
Partner 
Advisory 
Shanghai, China  

 
Sandy is currently the leader of our Consulting  
practice for the Pharmaceuticals & Life Sciences 
Industry Sector in the UK – part of our UK Health 
Industries practice – a role he has filled for the  
last 5 years. 

As from March this year, he will be based in China  
to join our Consulting practice to help lead the 
development of this critical market for both our  
China consulting practice and our global P&LS 
practice.  

Sandy comes with over 20 years of experience in 
consulting focused on the Pharma industry with 
considerable experience in a wide range of areas, 
including strategy, performance improvement and 
change management enabled by new technology.  
 
He has led a number of major performance 
improvement and cost reduction projects for  
many of our largest pharmaceutical clients.  

 

 

 

 

 

 

 
  
 

 

 

 
 
Erinn Hutchinson  
Partner 
Advisory 
Shanghai, China  

 

Erinn has fourteen years of experience providing 
business advisory services to pharmaceutical and 
medical device companies in the areas of compliance, 
risk management and performance improvement.  

Her expertise includes providing comprehensive risk 
assessment services on a broad range of health care 
and pharmaceutical operational issues including 
corporate compliance, monitoring and auditing, 
corporate integrity agreements, commercial 
regulations, reimbursement, anti-bribery and due 
diligence for mergers and acquisitions. 

Erinn has spoken at a number of events, including: 

 “Social Media Compliance Issues”, The Asia Pacific 

Pharmaceutical Compliance Congress, September 2012 

 “Asia Pacific Compliance Case Study”, The International 

Pharmaceutical Compliance Congress, May 2012 

 “Third Party Distributers and What You Need to Know”, 

AdvaMed First Annual Medical Device Latin American 

Compliance Conference, April 2012 

 "The Economics of Healthcare Reform and Best Practices of 

Gross to Net Accruals"; CBI GTN Conference, March 2011 

 "Global Compliance Monitoring"; Merck Global Compliance 

Meeting, April 2011 
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Pharma 2020 series: 
 

 
Pharma 2020: From Vision to 
Decision   
 
Many of the conditions that will determine 
what happens in 2020 are already in place. 
Most of the products that will be launched 
are already in the pipeline; processes being 
used to develop them are similar to those 
used for the past 10 years; the prevailing 
management culture remains that of the 
late 20th century; and a demanding 
commercial environment, set to continue. 
We focus on how companies can reach 
2020 in a position to benefit from more 
favourable conditions thereafter.  
 

 
India Pharma Inc.  
Gearing up for the next level of 
growth   
 
In this report, we look at the different 
types of growth levers that have fuelled the 
growth of the Indian market, emerging 
new business models, as well as the key 
success factors that need to be kept in 
mind to achieve sustainable long-term 
growth. This report presents an overview 
of some of the issues facing the industry 
today and throws light on the road ahead 
for all stakeholders, to realise its full 
potential. We can cover this report as 
special feature. 
 

 
Pharma 2020: The vision  
Which path will you take? (Jun 2007) 
 
This report, the first in the series, indicates 
that the current pharmaceutical industry 
business model is both economically 
unsustainable and operationally incapable 
of acting quickly enough to produce the 
types of innovative treatments demanded 
by global markets. In order to make the 
most of these future growth opportunities, 
the industry must fundamentally change 
the way it operates.  

 
 

Asia Pac regional perspectives: 
 

 
Issues and Opportunities 
- in a time of change (Nov 2010) 
 
PwC Australia's most recent biannual 
report into the Australian Pharmaceutical 
Industry provides you with our qualitative 
and quantitative findings from our survey 
of key companies and stakeholders in the 
industry during 2010 including companies 
engaged in sales and marketing, manufact-
uring, Research & Development (R&D), 
distribution, wholesaling, retailing and 
services.  
 
 
 

 
Investing in China’s  
Pharmaceutical Industry  
- 2nd edition (Apr 2009) 
 
The landscape is changing fast in China 
and this edition reviews, updates and 
expands on key areas: Traditional Chinese 
Medicine (TCM), OTC Market, Medical 
Devices, CROs and CMOs, Development of 
Innovation, Tax Incentives, Bribery & 
Corruption in Sales & Marketing, Drug 
Pricing, Distribution Systems, Intellectual 
Property Protection, Market Consolidation 
and Financial Impacts of Investments.  
 
 
 

 
The changing dynamics of pharma 
outsourcing in Asia - are you 
readjusting your sights? (Sep 2008) 
 
The dynamics of pharma outsourcing and 
location decisions in Asia are changing. 
Cost reduction is being augmented and 
companies need to set their strategic sights 
on a future world. This new report 
highlights the dramatic change and 
development in pharmaceutical 
outsourcing in Asia. 

 
 
 
 

Other publications:  

   

 

 

 

 

 

 

 
 
These and other publications can be found on PwC’s Pharmaceuticals & Life Sciences website at www.pwc.com/pharma
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