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Pharmaceutical Patent Extensions in New Zealand 1953 to 1995, an appraisal 
 
Introduction 
In 1994 to comply with the World Trade Organisation’s intellectual property harmonisation 
requirements, the New Zealand parliament introduced the Patents Amendment Act.  Amongst a 
wide range of adjustments this legislation replaced the standard 16 year patent, which was 
extendable for up to 10 years, with a uniform non extendable 20 year equivalent.  Patents that 
were unexpired on the 1st of January 1995 qualified for the new 20 year term, and as a 
transitional arrangement, owners with an extension pending had the option to withdraw   and 
accept the additional 4 years, or await the outcome  of their extension cases.  It has taken 5 
years to clear these pending applications with the final not opposed announcement coming 
from the Commissioner of Patents on the 27th March 2000.  With this last decision, court based 
extension procedures have come to an end. Inadequate remuneration and war loss are no 
longer valid grounds to lengthen the life of a patent.  Now that prolongation is a thing of the 
past, it is appropriate to review the effectiveness of the old regime.     
 
The Sample  
Pharmaceutical patents are used as the sample base for five reasons.  One,   the creation of 
new drugs is a highly innovative and patent dependant activity.  Two, it is usual for a high 
percentage of patent life to be absorbed by the testing process involved in making new 
therapies safe and efficient. Three, pharmaceutical innovation is highly risky, and expensive.   
The occasional brilliantly successful product makes up for many failures.i Four, new drugs are 
often easy and cheap to copy.  The majority of the expenses incurred are to prove the efficacy 
of the new treatment not in the discovery and manufacture of the underlying chemical entity.   
Imitators may thus avoid a high percentage of these costs and free ride on the backs of the 
pioneers.  Patent protection and patent term restoration is thus crucial to protect the occasional 
glittering prize and to maintain the incentive to invent.  Five, by industrial activity, 
pharmaceutical patent extensions are the most numerous in the   New Zealand prolongation 
register.  There are likely to be enough observations to provide a statistically robust sample. 
Detail is presented of the patents involved and the extension amounts in Appendix 1.  
  
Questions addressed 
This article attempts to answer a range of questions.  These include: 
How is inadequate remuneration assessed?  When are extension applications made?  How 
long does it take to acquire an extension?  What is the size of the typical extension? What 
impact do oppositions and appeals have on time lags?  Is there a difference in the extension 
amounts granted between the various institutions making these decisions?  What extensions 
are granted to the pending cases? How soon after patent expiry are decisions announced?  
Does patent expiry before drug registration influence the size of extensions granted?  Do the 
1990 Appeal cases have an influence on company behaviour?  What impact do extensions 
have on effective patent life?  How predictable are extension decisions?  Is the current regime 
better or worse than what went before?  If there is a case for reform, what new procedure 
should be adopted? 
 
Questions not addressed  
This is a study of extensions that have been granted.  No data have been collected on 
applications that have been withdrawn or refused.  Neither has detail on the cost of applying 
and defending applications been assembled.  The absence of this information means that 
statistics like the proportion of patent holders that applied for an extension, or the associated 
cost and success rate, may not be calculated.  This is a shame, but the difficulties in collecting 
and checking the data described below, were more than enough to dissuade the author from 
further endeavours.  Even the limited information presented here proved costly and awkward to 
collect and involved many hours to check and verify.ii    
 



The Data 
There are 57 pharmaceutical patents that have been extended.  However 3 are process 
patents, 5 are patents of addition and 1 is a grant that is declined by the applicant.iii  When 
these have been excluded the number becomes 48.  Patents of addition are modifications or 
improvements to the main invention.  They are not included because they are adjuncts to their 
original patent and merely duplicate the extension values.  Also excluded are process patents 
because they are rarely specific to particular drugs and thus their impact is extremely difficult to 
identify.  The one example of a declined extension is not included because there is no change 
in the relevant patent term.   
 
For each patent extension five dates are collected.  These are : 
The date the application is filed.  The date of the first advertisement.  The date of the second 
advertisement, when evidence is completed.  The date the extension is granted and the date 
the extension is advertised.  For the purposes of this study the most important dates are the 
application and grant dates.  However the other dates are collected to cover instances where 
the primary information is unobtainable.  In addition to the dates listed above, the extension 
amounts and the detail of the hearings involved, are noted.iv   
 
Applications Oppositions and Appeals 
Applications for an extension are made under Section 31, 32 ,and 33, of the Patents Act 1953.  
Section 31 is concerned with inadequate remuneration and sections 32 and 33 with war loss.  
In this study all the extensions are for inadequate remuneration.  There is no case of an extra 
patent term being granted for war loss.  Applications for an extension are usually directed to the 
Commissioner of Patents.  These occur not more than 12 months and not less than 6 months 
before the relevant patent expires or at a later time at the discretion of the High Court or the 
Commissioner.  Applications state the extension period sought and provide supporting 
evidence.  They are then advertised in two issues of the Patent Office Journal. Applications 
may be opposed and notice of this is required within two months after the second 
advertisement.  Opponents must define their interest in the patent concerned and specify the 
relief sought.   The Commissioner may hear both opposed and not opposed cases and under 
Section 31 (9) of the Patents Act 1953 all such decisions may be appealed to the High Court. 
 
Inadequate Remuneration – the Determinants 
Section 31 of the Patents Act 1953 sets out the grounds for an extension of patent term for 
inadequate remuneration.  The associated hearings and court cases provide guidance on the 
interpretation of the law and reveal the major influences behind decisions.  It should be pointed 
out however that the financial detail which provides the basis to assess inadequate 
remuneration, is never revealed in the judgements.  This remains confidential so an outside 
observer has to interpret outcomes without access to the key information.   
 
 Some common factors emerge from the cases which include the following:  
 

• It is prudent for inventors of a new and useful drug to apply for patent protection at 
the earliest possible time.  In effect they are not to be blamed for acquiring a patent 
many years before any new discovery is likely to be marketed.  
• Time lost may be used to indicate that inadequate remuneration has occurred.v  
• Essential to all these cases is the opportunity for exploitation. This is affected by 
events which preclude the full scale marketing of the product and the appropriate 
return to the patentee.vi  
• To merit more than five years extension, the situation needs to be exceptional.vii  
• An exceptional case is likely where the drug concerned is an important therapeutic 
advance of high value to patients.viii  
• Another relevant factor is the inherent nature of the invention which may make it 
take longer than usual to get to the market.  



• It is also likely to be exceptional where a patent has expired before a drug is 
registered, or before it has been granted a drug tariff listing. Such a listing qualifies a 
therapy for government subsidy and therefore reduces the cost to the consumer.   
• It is common ground that normal pharmaceutical marketing involves full tariff listing 
and that regulatory delay can satisfy the exceptional circumstances test.   
• The onus is on the patentee to supply evidence of financial transactions that satisfy 
the Commissioner or Court that the level of remuneration has been inadequate.  
• Finally the Appeal Court in March 1990 determined that patent extensions are no 
longer seamless.  Conditions limiting the power of patent owners to take action 
against generic companies that enter the market on expiry of the initial term, are 
imposed.ix 

 
Inadequate Remuneration – Assessment Methods 
Five different approaches are used to assess inadequate remuneration.x  These are: 

• The ‘broad brush’ approach where notice is taken of the different methods, and an 
overall view taken on the balance of probabilities without having to solve complicated 
mathematical equations.  
• The ‘costs recovering’ approach to see whether there has been recovery of the 
costs necessarily connected with the patent. 
• The ‘lost years’ approach to see whether any part of the 16 year period allowed by 
the original patent, has been lost through no fault of the patentee. 
• The ‘manufacturing results’ approach to assess the profits in the invention as a 
result of the patent. 
• The ‘notional royalty’ approach which determines what royalties the patentee could 
have received from a diligent licensing programme, taking into account all appropriate 
costs like R & D advertising legal and other costs.xi 

 
First Instance 
In the New Zealand patent extension system there is no clear cut progression up the judicial 
ladder from the Commissioner of Patents to the High Court and then on up to the Appeal Court.  
It is true that the  Appeal Court is the senior layer in the process and this level cannot be 
accessed except via the High Court.  However lower down, the distinction between the layers is 
blurred.  The High Court and the Commissioner of Patents are substitutes in the sense that 
both are locations of first instance.  An extension applicant may chose to avoid the 
Commissioner and go straight to the High Court.  The Commissioner also has the power to 
send any case straight to the High Court, if it is deemed that the issues raised are more fittingly 
dealt with at that level.  In practice the direct route is infrequently used by applicants and has 
never been invoked  by the Commissioner.  Of the 48 extensions, 45 started with the 
Commissioner, only 3 went straight to the High Court.  No case was ever sent in this manner by 
the Commissioner of Patents.    
 
The Location of Hearings  
Table 1 below shows the number of hearings and their location.  The 48 extended patents 
generate 53 hearings of which 19 are opposed and 34 not opposed. There are 5 appeals 
involving 3 patents.  
 
     TABLE 1 
     The Location and Status of Hearings 
 

Location  Hearings 
Number 

Opposed 
Number 

  Not Opposed 
 Number 

 Appeals Heard 
   Number 

Appeal Court     2       2       2 
High court     6       6        3 



Commissioner   45     11   34  
Totals  53 19 34 5 

 
Notes 
There are 48 extended patents but with the 5 appeals the total number of hearings is 53.   
 
Timing of Applications 
Table 2 below shows the interval between applications for an extension and patent 
expiry.    
 

  TABLE 2 
     Extension Application to  

  Patent Expiry in years 
 

Count 48 
Mean 0.60 
St. Dev. 0.31 
Median 0.52 

 
Table 2 above shows that the mean interval between extension applications and patent expiry 
is 7 months.  In terms of the time interval specified by the Patents Act 1953, owners tend to 
apply late. They appear to favour a time close to the minimum of 6 months rather than the 
maximum of a year.  It is difficult to say quite what strategic considerations are operating here.  
One factor may be that the delay to acquire an extension suits patent owners.  The lag may be 
equivalent to a de facto prolongation. If this is true than it is understandable that patent owners 
would prefer to apply late. This is an issue that will be revisited in the section below on the 
Appeal Court decisions of 1990. 
 
Decision Intervals  
Tables 3 to 8 below show the time intervals or lags between application for an extension and 
the date of the decision.  Where the term final decision is used this indicates that the time 
interval includes all the stages up to and including the last hearing.  The tables also show the 
decision intervals by opposition class and location. 
  
      TABLE 3 

Extension Application to  
Final Decision Date in years 
 

Count 48 
Mean 3.38 
St. Dev. 1.71 
Median 3.00 

Notes 
The term final decision date is defined as the date when all hearings are complete. 
 
In three cases the date of the application filling was not obtainable so the date of first 
advertisement was substituted.  As the modal interval between filing and the first 
advertisement is 1.4 months, this procedure is unlikely to generate major error.    

 
  TABLE 4 
Not Opposed and Opposed Extensions, 
Time to Final Decision in years 
 



 Not Opposed
 

Opposed

Count 34 14 
Mean 2.91 4.54 
St. Dev. 1.26 2.13 
Median 2.68 4.16 

Notes 
The time taken is defined as the date when all hearings are complete. 
The mean difference is 1.63 years.  Using the unpaired t test procedure this difference is 
statistically significant at the 0.2% level  
 
The mean difference between extension application to the extension decision, for those that 
were opposed and not opposed, is 1.63 years which is highly significant. In order to test if this 
result is a product of the two extreme cases in the sample, the table below reproduces the 
same procedures but with the two Appeal Court cases excluded.  
 
     TABLE 5 

Opposed v Not Opposed Excluding  
Appeal Court cases, Extension  
Application to Final Decision  
Date, in years 
 
 Not 

Opposed
Opposed

 
Count 34 12 
Mean 2.91 3.97 
St Dev 1.25 1.69 
Median 3.06 4.10 
   

Notes 
The time taken is defined as the date when all hearings are complete. 
The mean difference is 1.06 years.  Using the unpaired t test procedure this difference is 
statistically significant at the 2.7% level  
 
 
Even when the two cases that went to the Court of Appeal are excluded, the mean difference 
between the opposed and not opposed time lags remains statistically significant.   
 
 
      TABLE 6 

  Extension Application    to Decision Date  
  by the  Commissioner of Patents, in years 
 

All Not 
Opposed

Opposed 

Count 45 34 11 
Mean 3.21 2.91 4.13 
St. Dev. 1.39 1.26 1.41 
Median 2.94 2.68 4.07 

Notes 
The mean difference between the opposed and not opposed cases is 1.22 years.  Using the 
unpaired t test procedure this difference is statistically significant at the 0.9% level 



 
      TABLE 7 

Extension Application to Decision Date at the  High           Court, in 
years 
 

 All 
 

Direct to  
High Court 

Via 
Commissioner 

Count 6 3 3 
Mean 3.95 2.53 5.38 
St. Dev. 1.94 1.57 0.92 
Median 4.25 2.32 5.87 

Notes 
The ‘All’ figures are a mixture of cases that came via the Commissioner and those that came 
straight to the High Court. The time lag figures for the cases that come ‘via the Commissioner’ 
include both the time taken by the Commissioner and the High Court.  
The mean difference between those that came via the Commissioner and those that went 
straight to the High Court is 2.85 years.  Using the unpaired t test procedure this difference is 
significant at the 5.4% level. 
 
Table 7 above shows that if a 5% level of significance is adopted that there is no significant 
difference between the time between the extension applications and final decision dates, for 
cases that came via the Commissioner of Patents and those that went straight to the High 
Court.  Obviously this conclusion is dependant on the % level chosen to indicate significance. 
For so few observations there is a case to be more lenient. Fortunately this does not matter.  
When other tests are run they confirm the overall  finding that there is no difference between 
the decision times for the Commissioner of Patents and the High Court.  Detail is given in Table 
9 below. 
 
     TABLE 8 
    Appealed Cases, Time Taken by Location, in years 
 

Patent 
 

Commissioner of 
Patents  

 High 
Court 

Appeal Court Total 
years 

144719 5.18 .69 2.59 8.46 
147913 2.39 1.92 3.12 7.43 
169210 3.82 2.13  5.95 
Mean 3.80 1.58 2.86 7.28 

 
Table 8 above shows the time taken to reach an extension decision for each of the three 
appealed cases.  Two went right through the system to the Appeal Court.  One was decided at 
the High Court having come via the Commissioner of Patents.  
 
               TABLE 9 

Application to Decision Lag, in years 
 
Location of Decision Mean 

  in years
Mean  
Difference 
in Years 

D F Significance 
Level 

Appeal Court,  
High Court 

7.95 
3.39 

4.56 4 4.9 % 

Appeal Court, 
Commissioner 
Not Opposed 

7.95 
 
2.91 

5.04 
 

34 0.01 % 



Appeal Court, 
Commissioner 
Opposed 

7.95 
 
4.26 

3.69 8 1.1% 

Commissioner Not 
Opposed, 
High Court 

2.91 
 
3.39 

- .48 36 NS 

Commissioner Not 
Opposed, High Court*  

2.91 
 
3.96 

-1.05 38 9.2% 

Commissioner 
Opposed, 

High Court 

4.26 
 
3.39 

.87 10 NS 

Commissioner 
Opposed, 

High Court* 

4.26 
 
3.96 

.30 12 NS 

Commissioner 
Opposed, 
Not Opposed 

4.26 
 
2.91 

1.35 40 1.2 % 

 



       TABLE 9 (cont.) 
Application to Decision Lag, in years 

 
Location of Decision Mean 

  in years
Mean  
Difference 
in Years 

D F Significance 
Level 

Commissioner 
Opposed **, 
Not Opposed  

4.13 
 
2.91 

 
1.23 

 
43 

 
0.9 % 

High Court, 
Not Opposed 

3.39 
2.91 

.48 36 NS 

Via Commissioner to 
High Court, 
Direct to High Court 

5.37 
 
2.53 

2.84 4 5.4% 

Opposed, 
Not Opposed 

4.54 
2.91 

1.63 46 0.2 % 

Opposed less Appeal 
Court, 
Not Opposed 

3.97 
 
2.91 

1.06 44 2.7 % 

Opposed less all 
appeals, 
Not Opposed 

3.79 
 
2.91 

0.88 43 6.9% 

Notes 
DF is the degrees of freedom.  Significance levels are determined using the unpaired t 
test.  NS is not significant at the 10 % level. 
Unless otherwise indicated the lag time is the total time taken to reach a final decision, 
with the totals being assigned to the place of last hearing. 
* The lag values used here are the time to reach and be decided in the High Court, not 
the total time taken for a final decision. 
** The time lag values here are those incurred before the Commissioner and not the total 
time taken to reach a final decision. 
 
Conclusions from Table 9 
Table 9 above shows the time to achieve extension decisions, for a variety of comparisons.  
Unless otherwise indicated the lag time is the total time taken to reach a final decision, with the 
totals being assigned to the place of last hearing.   Thus for the cases that are decided at the 
Appeal Court, the lag time is the aggregate of the time taken at the Commissioner of Patents, 
the High Court and the Appeal Court.  This total is attributed to the Appeal Court.  Fortunately 
there are only three cases where there is a distinction between the initial and final decision 
levels.  For 45 out of the 48 extensions granted the decision occurs at the location of first 
instance. 
 
Using a 5% significance level the following statements are statistically valid : 

 
• In general extension applications that are opposed take significantly longer to reach 
a decision than those that are not opposed.  
 
• For extension applications heard by the Commissioner of Patents, the swiftest 
decisions are secured if they are not opposed.  If cases are opposed, the typical extra 
delay is about a year and a quarter.   
 
• There is no statistically significant difference in the time taken to reach a decision 
between the High Court and the Commissioner of Patents, for both opposed and not 
opposed cases.  In this sense the two venues are substitutes.   



 
• The total time involved in securing an Appeal Court judgement is longer than for all 
lower level decisions.  Thus it takes about another five  years relative to a not 
opposed Commissioner case, and about an extra four and a half years  from the High 
Court. 

 
Size of Patent Extensions Granted 
Table 10 below sets out the number of extra years granted, by place and status of the hearings.  
The unpaired t test procedure reveals that there is no statistically significant difference in the 
size of the extensions granted between any of the locations.  The same conclusion is also true 
between the opposed and not opposed cases.  
 
     TABLE 10 

Size of Extension Granted in years,  by Location and Status  
 

 All 
 

Comm 
 

Comm 
Not Opposed

Comm 
Opposed

 

  High  
 Court 

 

Appeal  
 Court 

 
Count 48 45 34 11 6 2 
Mean 7.43 6.93 7.25 5.95 8.42 9.00 
St. Dev. 1.99 2.48 2.11 3.32 1.50 1.41 
Median 8.00 8.00 8.00 6.00 8.25 9.00 
Notes 
There are 53 extension hearings resulting in a total of 48 confirmed extensions. 
All High Court and Appeal Court cases are opposed. 
The unpaired t test indicates that there is no statistically significant difference in the size of 
the extension granted by the location of the decision or whether hearings  are opposed or not 
opposed.  
 
Pending Cases 
Under the transitional arrangements for the Patents Amendment Act of 1994, patent owners 
with an extension pending have the option to withdraw and accept the new 20 year term, or 
await the outcome of their extension cases.  Table 11 below shows the outcome for those that 
continued with their cases and answers the question did their persistence pay off. 



     TABLE 11 
       Extensions in Years for Pending Cases 
 

Count 11 
Mean 6.77 
St. Dev. 2.02 
Median 7 

Notes 
Under the new system each of the 11 pending cases would have received an extra 4 
years.  However under the old extension procedure they received a mean addition of 
6.77 years.  Using the paired t test procedure the mean difference of 2.77 years is 
significant at the 0.1% level. 
 
There are 11 cases that were decided under the old rules post 1st January 1995.  Two cases 
received only 4 years which is the same as the implied extension under the new regime.  The 
other 9 did rather better.  The mean extension for all 11 cases was 6.77 years.  This is 2.77 
years higher than the extra 4 years under the new system and is statistically highly significant.  
In effect the majority of patent owners that decided to continue under the old court based 
system, were rewarded for their persistence.  The median amount granted was an extra 7 
years.  
 
Patent Expiry 
Table 12 below suggests that the typical patent has expired 2.8 years before an extension is 
granted.  This interval is shorter by half a year for not opposed cases, but longer by 
approximately a year and a quarter for those that are opposed.  Appealed cases take the 
longest with an extra four years being typical. The unpaired t tests are presented in the notes to 
the table.xii 
 
          TABLE 12 

Patent Expiry to Final Decision Date, in years 
      

 ALL Opposed Not 
Opposed

Appealed 

Count 48 14 34 3 
Mean 2.78 4.00 2.28 6.83 
St Dev 1.73 2.19 1.23 1.28 
Median 2.37 3.57 2.07 7.09 

 
Notes 
Using the unpaired t test, the mean difference of 1.72 years between the opposed and 
not opposed cases, is significant at the 0.1% level. The mean differences between the 
appealed extensions and the other categories are also all statistically significant at the 
0.5% level or better. 
 
 
Patent Expiry and Extensions Granted 
An element in the case to establish that an extension application may be exceptional, is a 
situation where patent expiry occurs before the registration of the associated pharmaceutical.  
Where patent expiry occurs first, it is reasonable to suppose that larger extensions may be 
granted.  Table 13 below deflates this presumption.  The mean difference between the 
extension amounts for patents that expire after registration and those that expire before, is 0.80 
years.  This is not the expected way round and is not statistically significant.  There is no 



evidence to support the contention that, on its own, expiry before extension applications affects 
the size of the extension granted.  
 
     TABLE 13 

Extension Amount in Years by Expiry   
 

 Patent Expiry Patent Expiry 
 Before Registration After 

Registration 
Count 9 39 
Mean 6.78 7.58 
St Dev 2.00 1.94 
Median 8 8 

Notes 
The unpaired t test indicates that the mean difference between the extension amount 
after and before registration of 0.80 years, is not statistically significant. 
 
Comparison of Extension Systems 
Table 14 below shows a comparison between the previous and current patent regimes. The 
comparison is between the new non extendable 20 year procedure and the old 16 year 
equivalent which was extendable by up to 10 years.  In these terms, relative to the base patent 
life of 16 years under the old system, the new system is akin to a universal implied extension of 
4 years.  
 
         TABLE 14 

Extension Amounts in years, under Old and New Regimes 
 

 Old 
Regime, 
extension 
amount in 
years 

Current Regime, 
implied extension in
years 

Count       48 48 
Mean      7.43 4.00 

St Dev      1.99 0.00 
Median         8 4 

 
 
Notes 
The paired t test procedure indicates that the mean difference between the regimes of 
3.43 years, which is significant at the 0.1% level. 
 
Table 14 above shows that the mean difference in the actual and implied extension amounts is 
3.43 years.  In effect those companies that were successful in securing an extension under the 
old regime typically received an extra 7.43 years.  This is 3.43 years better than the 4 years 
which is automatically available under the new 20 year regime.  The paired t test procedure 
indicates that this difference is significant at the 0.1% level.  In spite of all its short-comings 
which include, delays, frustrations and legal costs, the court based system did pay off for 
applicants.  They usually secured larger extension amounts.  However before concluding that 
the old regime appears to be superior, it is necessary to broaden the test.  This is explained 
below.  
 



A broader comparison 
When compared to the old regime, the new 20 year system is equivalent to a grant of a 
universal non discretionary extension of 4 years.  Before the Patents Amendment Act of 1994 
came into effect, those seeking an extension had to present evidence to the Commissioner of 
Patents or the High Court to justify their case.  Money costs, and delays were incurred before a 
decision finally emerged from this court based system.  The new regime abolishes all these 
procedures and awards the equivalent of an automatic extra 4 years to all new and qualifying 
patents.  Any statistical test to compare the regimes should therefore recognise the universal 
nature of the new regime.  In this sense the test above is deficient.  It restricts the comparison 
to those that have been successful in securing a patent extension.  It does not allow for the 
extra 4 years available to the whole population under the new regime.  To rectify this deficiency 
the t test is broadened.  A new comparison is made involving 212 patents which includes the 48 
that secured extensions under the old regime.  The sample base for this simulation is explained 
below in the sections dealing with effective patent life.  When a paired t test is run using this 
new data, the original findings above are not reproduced. The comparison involves two series.  
One has the actual extensions for the 48 patents and zero extensions for the remaining 164 
cases.  The other has entries of 4 years for the whole population of 212 patents.  Table 15 
below shows the difference in the amounts secured favours the new uniform 20 year patent 
system.  The old extension regime has a mean extension of 1.68 years and the equivalent for 
the current regime is 4.0 years.  The mean difference of 2.32 years is significant at the 0.1% 
level.  In these terms the universal nature of the new 20 year patent renders it superior to its 
predecessor.xiii 

 
 
TABLE 15 

  Mean Extension in Years for New and Old Regimes 
 

Regime Population Mean Extension 
Old Regime 212 1.68 
New Regime 212 4.00 

 
 
Notes 
The mean difference in the extensions amounts between the new and old regimes is 
2.32 years.  Using the paired t test procedure this is significant at the 0.1% level. 
 
The Appeal Court Decisions of 1990 
Until March 1990 it was plausible to argue that delays in granting an extension were an 
advantage to applicant companies.  A competitor who marketed a generic substitute in the 
interim period between expiry of a pioneer patent and the associated extension decision, took a 
considerable risk.  If an additional patent term was eventually granted then an infringement 
action was highly likely.  The costs of defending such a case plus the likely damages, amounted 
to a significant barrier to entry.  The time lag thus became equivalent to a de facto extension.  
This was also true even if no additional patent term was eventually granted.  All of this changed 
in March 1990 when two judgements were delivered by the Appeal Court.xiv  Along with the 
confirmation of the High Court’s extension decisions, orders were imposed protecting the 
generic entrant companies who were also the appellants.xv  It was ruled that any infringement 
between patent expiry and the date of the extension of patent term, would not be actionable.  
 
Under the new conditions established by the Appeal Court’s orders, patent extensions were no 
longer seamless.  The incentive structure was also radically changed.  Generic companies were 
safer from action when marketing substitutes in the interim period.  The interval between 
requesting an extension and the decision, became a grace or immune period for them.  Long 
time lags gave time to establish sales and distribution outlets.  Such companies therefore had 



an incentive to oppose extension applications in order to lengthen the delay in making a 
decision.  Pioneer applicant companies were also affected.  The precedent set by the Appeal 
Court now encouraged them to submit early for extensions and be prompt in submitting 
evidence.  The incentive to move rapidly under these new conditions was considerable.  Quick 
extension decisions were now preferable to reduce the length of the immune period during 
which imitators could safely enter the market. 
 
Investigation Continuing 
Following the Appeal Court’s rulings it is reasonable to suppose that the changed incentive 
structure would be evident in the extension lag values.  Post March 1990 there should be 
indications of a change in behaviour. Preliminary investigations of the data are not promising.  
There are no clear signs that the timing of applications or the size of the lags have responded in 
the expected fashion.  Reasons to explain this lack of success are not hard to find and 
investigation of this matter is continuing.  
  
 
Effective Patent Life 
The analysis above has been mainly concerned with the time lags involved in acquiring an 
extension and the extra time awarded.  No detail has been presented on the impact that 
additional years have on the commercially useful amount of patent life.  It is now time to rectify 
this omission.  With pharmaceuticals there is usually a contrast between the nominal and 
effective patent term.  The gap is approximately 10 to 12 years, with the difference being 
explained by the development time required to prove safety and efficacy.  Effective patent life 
(EPL) is the period remaining after a drug has been through a state mandated registration 
process, and the expiry of its associated patent.  This remnant is crucial for recovery of R & D 
costs, the generation of profits to cover past failures, future research, and shareholder returns.  
Extensions are important as a means to reduce the impact of development time erosion on 
EPL.  
 
The EPL sample  
To qualify for inclusion in the effective patent life sample each drug must be  \a new chemical or 
patentable entity, with a Gazette listing or registration date and must have been marketed in 
New Zealand.  Where there is more than one registration date per drug, the earliest is selected. 
Only one patent is counted per chemical entity and the earliest is selected.  Second indication 
patents are not included.xvi  Combination drugs are included only if they are of sufficient novelty 
to be patented. AIDS drugs are excluded because their regulatory procedures are so unusual.  
Also excluded are process patents because they are rarely specific to particular drugs.  
 
212 drugs over the period from 1966 to 1999 meet the criteria above.xvii However there are 2 
drugs that have been granted patent extensions but have not yet been registered in New 
Zealand.  EPL measures the commercially usable period of time remaining prior to expiry of a 
patent. Because these drugs are not registered they may not be sold in New Zealand.  They are 
therefore excluded from the analysis.xviii  
 
The material presented below uses effective patent life to appraise three different 
compensatory regimes in New Zealand.xix  These involve the now defunct patent extension 
procedure, the current uniform non extendable 20 year patent, and the supplementary 
protection certificate procedure (SPC) that is used in the European Union and Australia.xx 
 
The SPC  
The supplementary protection certificate is an administered rather than a court based extension 
procedure.  The rules governing the amount of extra patent time are tightly defined and have 
automatic and non discretionary elements.  Only one SPC is available per drug.  Applicants do 
not have to justify an application.  As long as patents comply with the technical requirements for 



supplementation, then an SPC is awarded.  In addition the granting authorities do not have 
discretion as to the amounts to be added to patents.  These are pre determined by the scheme.   
 
An SPC is defined as the difference between the date of first market authorisation within the 
country concerned for a new pharmaceutical and the patent filing date less 5 years.  The 
maximum permitted SPC is 5 years which means for every year above 10 years’ development 
time, enhanced EPL is correspondingly reduced.  In effect a maximum SPC of 5 years provides 
an incentive to curtail development time to 10 years.  Detail is presented in Appendix 2.  
 
From the above it is clear that the SPC regime is much more sophisticated than a mere 5 years’ 
addition to a patent term.  It is case sensitive with the extra time awarded being dependent on 
the length of the drug development interval.  It penalises companies that take more than 10 
years to bring a drug to market. Table 16 below illustrates the effect of the SPC on effective 
patent life over a range of hypothetical development or time lost intervals. 
 
       TABLE 16  
         The SPC and   Effective Patent Life   
 
Development time in 
years 

  6   8   9 10 11 12 13 15 
 

EPL in years with no SPC 14 12  11 10   9   8   7   5 
EPL in years with SPC 15 15 15 15 14 13 12 10 
 
Notes 
The development time is the interval in years between patent application and market 
authorisation. 
EPL is effective patent life which is  the balance of patent term remaining post drug 
registration. 
EPL in years with no SPC is the EPL with a 20 year patent term but no SPC 
enhancement. 
EPL in years with SPC is the basic EPL with a 20 year patent term plus the SPC with a 
five year maximum. 
 
EPL Comparisons by Regime 
Of course what counts to applicants is not the size of the extension but the resultant value of 
effective patent life.  In these terms a comparison of effective patent life under the three 
regimes yields more pertinent results.  The procedure used above in Table 14 where the 
extension size is used for the comparison, is not valid for the SPC.  The past and current 
regime comparison is based on actual and implied extension amounts from a 16 year patent 
term.  The SPC however is a supplementation mechanism centred on a 20 year patent term.  
To compare the extension amounts yielded by the three methods would thus violate the 
standard rule that like should be compared with like.  Such a procedure would be misleading.  



 
     TABLE 17 

      EPL under three regimes in New Zealand,  
      extended patents only 
 

 Past 
Regime 
EPL in 
years 

Current 
Regime 
EPL in 
years 

SPC 
Regime 
EPL in 
years 

Count 46 46 46 
Mean 12.81 9.35 11.71 
St Dev 5.23 5.30 5.65 
Median 13.73 10.33 15.00 

 
Notes 
The term past regime refers to the now defunct procedure where a maximum extension 
of 10 years is available via application to the Commissioner of Patents or the High Court. 
The term current regime refers to the present system where there is a uniform non 
extendable patent term of 20 years.  
The term SPC regime refers to a procedure where patent terms are adjusted in a routine 
and predetermined manner, for development time erosion. 
 
Table 17 above sets out the impact on mean EPL in New Zealand for the 46 extended 
pharmaceutical patents, under three different regimes.  A comparison is made between what 
actually happened to the 46 extended patents and what might have happened under the two 
other regimes.  Paired t tests reveal that the mean differences in EPL values are all significant 
at the 0.1%  level.  In rank order terms based on the mean values for EPL the now defunct and 
then the SPC regimes are superior to the current arrangement.  When judged by the ability to 
compensate for development time erosion, the worst contender is the current non extendable 
20 year regime.  However it should be pointed out that the comparison above is for extended 
patents only.  When this is broadened to the whole population a different picture emerges.  This 
is presented below. 
 
Whole Population Regime Comparisons 
Table 18 below sets out comparisons between the three regimes for the whole population 
involved in the EPL study. 



 
     TABLE 18 

EPL under three regimes in New Zealand, for the whole population 
 

 Past 
regime 
EPL in 
years 

Current 
regime 
EPL in 
years 

SPC 
regime 
EPL in 
years 

Mean  
Difference 
Current and 
Past 

Mean  
Difference 
SPC and  
Current  

Mean 
Difference 
SPC and  
Past 

Count 212 212 212    
Mean 8.76 9.81 11.81 1.05 2.00 3.05 
St Dev 5.63 4.73 5.27    
Median 6.26 10.27 15.00    
Notes 
The paired t test procedure indicates that all mean differences are significant at 0.1% 
level. 
 
In the above procedure simulations are used to compare the three regimes for the whole 
sample population.  The actual values for EPL under the past extension regime are compared 
with those that would result if either a uniform 20 year term or an SPC procedure applied.  
Judged by the impact on mean EPL, the SPC procedure is best followed by the current 20 year 
regime with the now defunct 16 year extendable procedure coming in last.xxi 
 
Effective Patent Life and Lost Years 
The EPL sample offers a means to test the importance of development time or lost years as an 
influence on the minds of those charged with determining the size of patent extensions.  Table 
19 below presents the findings for a regression between patent time lost and the extension 
amounts granted.  It should be noted that the sample size is 46 and not 48, because there are 
two patents that have been extended but the associated drugs have not yet been registered in 
New Zealand.  There is therefore no EPL data for them.  

 
   TABLE 19 
Regression of Patent Time Lost and Extension Size   

 
Sample 
  Size 

Constant Patent Time 
Lost 

  R2 Significance 
Level 

   46   6.535 0.087 0.053 0.01% 
Notes 
If Y is the extension amount in years and X is the patent time lost in years then 
 Y = 6.535 + 0.087X.  The significance level is determined by a two tailed t test on the 
coefficient of patent time lost.  Direct inspection of the plots of residuals, and the Durbin 
Watson and serial autocorrelation statistics, show that there is no tendency for the 
residuals to be correlated.  
 
The regression procedure above indicates that patent time lost or development time has an 
explanatory power of approximately 5%.  As an influence on the size of extensions granted this 
is not strong, but in statistical terms it is highly significant.  Thus patent time lost is a factor in 
the decision making process, but clearly it is not a robust proxy for inadequate remuneration.  
Not surprisingly the main attention of the Commissioner of Patents and the Courts is on other 
factors.  These are likely to include the importance of the drugs concerned and direct financial 
evidence of the reward accruing to the associated patents.  
 
When a similar exercise to that in Table 19 above is undertaken to determine if there is a time 
trend in the size of extensions granted, it emerges that there is no such tendency.  When the 



size of extensions granted is regressed on the; date of patent expiry, the R2 is not statistically 
significant.   
 
Overall Conclusions 
The balance of the evidence above suggests that the current regime is not well matched to the 
particular circumstances of the pharmaceutical industry.  Drug patents are treated in exactly the 
same manner as all other patents.  There is no allowance for the time lost in drug development. 
Certainly the old court based system suffered from many deficiencies.  It was slow in 
determining extension outcomes.  It was open to the criticism that these delays could be used 
to companies’ advantage.  From an administrative point of view, the procedures were  clumsy 
with outcomes difficult to predict and legal and other costs likely to be high.  However it did 
have the virtue that it yielded results pertinent to the industry. Extensions were granted if 
inadequate remuneration was demonstrated.  Most other wealthy nations have recognised that 
pharmaceuticals are special and have adopted compensatory procedures.  There is a case that  
New Zealand should do likewise for reasons outlined below. 
 
A Reform Proposal 
It is the author’s contention that a Supplementary Protection Certificate procedure should be 
adopted in New Zealand.  Equity, foreign direct investment, opportunity cost, harmonisation, 
cluster development and long term aspirations support such a reform:    
 
• The equity case draws attention to the anomalous position of pharmaceuticals relative 
to other activities.  New drug development is research intensive, expensive, risky and 
highly patent dependant.  Other activities with a few exceptions like agricultural chemicals 
and irradiation materials, do not have their patents eroded by a state mandated regulatory 
processes.xxii  Their patents have a commercially useful life of approximately 20 years.  
Pharmaceuticals on the other hand routinely loose over 50% of their patent life in 
establishing safety and efficacy.  To put it more harshly, other industries less dependent 
on innovation, fare better. 
 
• The foreign direct investment argument draws attention to New Zealand’s dependence 
on overseas developed drug technology and presupposes that the pharmaceutical 
multinationals are unlikely to be impressed by the local treatment of their intellectual 
property. The future plans of such companies are likely to be adjusted to what is 
perceived to be an adverse investment climate.  There may be an exodus of capital or 
plant and machinery investment in New Zealand may be given a lower priority.  
Associated with this may be a curtailment of local R and D activity and financial support 
for medical research in universities and other institutions.   
  
• The opportunity cost reasons focus on outcomes that might have been achieved 
instead of those that were actually realised.  They reveal the true cost of decisions via a 
comparison with alternatives that are not adopted but which might have been at the time 
of the original choices.  They are hidden costs but nevertheless they are real.  For 
example the opportunity costs relative to a position where patents are treated in a more 
appropriate manner, may include a redirection of investment by the pioneer drug 
companies to more welcoming economies, and a relatively depleted local drug armoury 
because new drug introductions are delayed or indefinitely deferred.  The human welfare 
implications of a less than ‘first best’ range of pharmaceuticals need no amplification.xxiii 
 
• The harmonisation case contrast the treatment of pharmaceuticals in Australia and 
New Zealand.  As members of C.E.R. it is reasonable to presume that there will be close 
alignment between the two countries’ patent law.   However since Australia introduced 
an SPC system in 1998, there has been a marked contrast.  New Zealand has persisted 
with the current arrangement where pharmaceutical inventions are treated like any other 



patentable activity. In Australia the situation is very different.  Special provisions are 
made with extensions of up to five years available via supplementary protection 
certificates.   
 
 • Pharmaceuticals have many features that make them ideal for cluster development.  
Relative to ingredient costs they are high value added, and so tend to be locationally 
‘footloose’.  They are export orientated and have access to foreign capital via their 
multinational structures.  They are innovation dependant and thus seek collaborative 
ventures with basic research centres.  Promising theoretical ideas are nurtured to the 
stage where they can be transformed into marketable therapies.  New Zealand’s 
university cities are natural candidates for such cluster development. 
 
• The long term aspiration case refers to successive governments wish to transform New 
Zealand into a high value added, knowledge based, export orientated, wealthy economy.  
Such an ambition is laudable but implies a supportive intellectual property environment.  
The pharmaceutical industry is of strategic importance in the sense that it is one of the 
few manufacturing activities that is innovation intensive, and fast growing.  Furthermore it 
is multinational in scope, has world wide access to capital and when located in a host 
nation, is capable of generating local multiplier effects to stimulate associated industrial 
and technological activity.xxiv  No modern economy creates all of its own technology.  
Respect for intellectual property regardless of country of origin must be a fundamental 
component of economic strategy.  If New Zealand wishes to become the Switzerland of 
the South Pacific then a major change of heart is required towards the pharmaceutical 
industry.  As a cornerstone activity in a knowledge economy, a more welcoming attitude 
is required.  At present a most unfortunate message is being telegraphed to the world,  
that significant patent term erosion is a matter that can be ignored.  The introduction of 
an SPC would do much to rectify the situation. 



 
                       APPENDIX 1 

       CHEMICAL ENTITIES:  PATENTS AND EXTENSIONS IN YEARS 

Chemical Entities Patents Extensions in Years 
Triflupromazine 117889 3 
Bromazepam 132302 5 
Gentamicin Sulphate 133441 4 
Flunitrazepam 134195 8 
Sodium Valproate 136290 10 
AzatadIne Maleate 138000 5 
Pyrantel Embonate 140623 5 
Rifampicin / Isoniazid 142365 10 
Oxyprenolol Hydrochloride 142635 6.5 
Diclofenac Sodium 144719 10 
Buprenorphine 145405 10 
Nalbuphine Hydrochloride 147062 8 
Diflunisal 147913 8 
Pindolol Hydroxyproplam  154012 6.5 
Ketotifen 159233 8 
Ipratropium Bromide 162280 8 
Metoprolol Tartrate 162761 6 
Flutamide 163984 9 
Ipratropium Bromide 166242 6 
Sodium Cromoglycate 166966 5 
Bezafibrate 168532 9 
Terfenadine 169210 10 
Zopiclone 169434 9 
Cyclosporin 176117 10 
Fluoxetine Hydrochloride 176329 9 
Propofol 177023 9 
Amoxycillin Trihyd /Clavulanic Acid 177159 8 
Tenoxicam 178337 8.5 
Acyclovir 178556 6 
Sabril 179834 8 
Acrivastine 180194 6 
Bextaxolol 182498 5 
Atracurium Besylate 182847 8 
Citalopram 183001 10 
Captopril 183130 8.5 



 
Chemical Entities Patents Extensions in Years 

Moclobemide 183316 10 
Cefurxime Axetil 183345 7 
Ranitidine  184759 5 
Thymosin 185519 7 
Sodium Nedocromil 187156 10 
Doxazosin 188813 6 
Lignocaine / Prilocaine 189026 4 
Meloxicam 189186 9 
Cefotaxime 189245 4 
Omeprazole 190203 8 
Imipenem and Sodium Cilastin 190993 8 
Sodium Cilastin  190994 8 
Enalapril Maleate 192312 5.5 
 



 

APPENDIX 2 
 

         The Supplementary Protection Certificate 
 
An SPC is defined as the difference between the date of first market authorisation within the 
country concerned for a new pharmaceutical and the patent filing date, less 5 years.  The 
maximum permitted SPC is 5 years. 
 
SPC = Time Lost - 5 
EPL = 20 – Time Lost 
Hence if there is no restriction on the size of the SPC then 
EPL + SPC = 15 
BUT the maximum SPC is 5 years 

 
However the maximum permitted SPC of 5 years means that enhanced EPL will only equal 15 
years if the time lost interval is 10 years or less.  For every year above 10 years, enhanced EPL 
is correspondingly reduced.  In effect a maximum SPC of 5 years provides an incentive to 
curtail development time to 10 years.  
 
Patent holders will not apply for an SPC if their patent time lost is less than five years. For 
example a pharmaceutical with a development time of 3 years would have a basic EPL of 17 
years.  If the SPC procedure were applied then this would have the effect of reducing EPL from 
17 to 15 years.  
 
A supplementary protection certificate begins on the day after the expiry of the basic patent 
term and only one certificate per product or process or new application of the product will be 
issued. 
 
Notes  
The expressions time lost and development time are used as equivalents.  Strictly, 
development time includes the discovery interval prior to patent application.     
 
Sources  
Council Regulation (EEC) no 1768/92 of 18 June 1992 concerning the creation of a 
supplementary protection certificate for medicinal products.  
The UK Patent Office publication Supplementary Protection Certificates for Medicinal  Products,  
a guide for applicants. Patent Office 1992.  
The Australian Intellectual Property Laws Amendment Act 1998. 
 
 



 
                                                 
i  J A DiMisi , W H Hansen, H G Grabowski , and L Lasagna  Research and Development 
Costs for New Drugs by Therapeutic Category.  PharmacoEconomics 7 (2) 1995.  
Also H G Grabowski and J Vernon The Distribution of Sales Revenue from 
Pharmaceutical Innovation. Pharmaco Economics 18 Supplement 1 2000. 
 
ii   For example, the prolongation register no longer exists in consolidated form at the 
Intellectual Property office of New Zealand (IPONZ).  The underlying information has to 
be retrieved from individual files that are kept in a separate location.  This information is 
stored in a building at Seaview and is only accessible through a private service called 
Searchlink. 
 
iii In this case an extra 7.5 years was granted by the Commissioner in July 1991, but 
following an unsuccessful High Court appeal dated 27 October 1992 for 10 years, the 
company declined to take up the extension for their patent which had expired in March 
1984.  See Patent Office Journal No. 1368 vol 82  issue no. 4 26 May 1993 page 575. 
 
iv I wish to acknowledge the tremendous help given to me by A J Park intellectual 
property lawyers and consultants.  Without their assistance in collecting the primary data, 
this study would have foundered.  Not only were they dogged in their pursuit of the 
information but they were also most generous in minimising the level of fees they 
charged.  I am most grateful to them and confess that thank you is a small word to 
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The University of Otago law librarians were of great assistance in guiding me through the 
primary sources of information and also in the acquisition of court judgements.  
I also wish to acknowledge IPONZ who were most helpful with advice and the provision 
of detail on individual cases. 
 
v  See Allen and Hanburys Limited v Pacific Pharmaceuticals Limited before the 
Commissioner of Patents 17 May 1996  
 
vi E R Squibb & Sons Inc v Pacific Pharmaceuticals Limited 
High Court Wellington (1993) 3 NZLR 240 16 February 1993 
 
 
vii Douglas Pharmaceuticals v. Ciba - Geigy A.G.  Appeal Court (1990)  
2 NZLR 46 23 March, 1990. 
 
viii E R Squibb & Sons Inc v Pacific Pharmaceuticals Ltd 
High Court Wellington (1993) 3 NZLR 240 16 February 1993 
 
ix Appeal Court decisions : Pacific Pharmaceutical v. Merck and Co. Inc., and Douglas 
Pharmaceuticals v. Ciba - Geigy A.G.   (1990) 2 NZLR  55 and 2 NZLR  46 23 March, 
1990.   
 
x Bayer A G v Minister of Health of the Commonwealth of Australia and Others (1988) 13 
IPR 225 at 251 and also E R Squibb & Sons Inc v Pacific Pharmaceuticals Ltd. High 
Court Wellington (1993) 3 NZLR 240 16 February 1993 
 
xi For a description of this method see the judgement in Aktiebolaget Hassle v Pacific 
Pharmaceuticals Ltd High Court Wellington M413/86 19 October 1990 Ellis J. 
 



                                                                                                                                                               
xii As a side comment, these results are likely to parallel those for the application to 
decision lags because the difference between the extension application and the expiry 
dates, is for all practical purposes a constant.  The law specifies this time interval which 
under normal circumstances is between six and twelve months.  The mean is actually 
seven months.  
 
xiii The conclusion that the current regime is superior, is of course population size 
dependant.  However sensitivity tests indicate that the mean difference between the new 
and old regimes has to reduce to –0.73 years before the result is not significant at the 
5% level.    This implies a population size of 109 which is probably much smaller than 
any realistic comparison would indicate. 
 
xiv Appeal Court decisions: Pacific Pharmaceutical v. Merck and Co. Inc., and Douglas 
Pharmaceuticals v. Ciba - Geigy A.G. (1990) 2 NZLR  55 and 2 NZLR  46  23 March, 
1990. 
 
xv These are called Celotex orders. See page 15 of the Appeal Court judgement in 
Douglas Pharmaceuti cals Ltd v Ciba Geigy.  2 NZLR 46  23 March, 1990 
 
xvi These have only just been granted patentable status in New Zealand.  See 
Pharmaceutical Management Agency Ltd v The Commissioner of Patents and others  
(1999) 9 TCLR 429 17 Dec 1999. 
 
xvii The Patents Act 1953 came into force on the 1st January 1955 but the first extension 
in the EPL sample was for a patent filed in December 1956 with an extension granted in 
December 1972. 
 
xviii  For greater detail see J. E. S. Parker Pharmaceutical Patent Term Restoration in 
New Zealand  Prometheus  no. 3 Sept 2000. 
 
xix The EPL section is derived from a data base that has been established with much 
appreciated financial support from the Researched Medicines Industry Association of 
New Zealand.  The funds concerned have been channelled into a research account 
administered and monitored by the University of Otago.  The collection of the patent 
extension data in the first section of this paper has been paid for out of the author’s own 
pocket.   
 
xx The SPC  was first applied in the European Union in January 1993 and introduced in 
Australia in 1998. 
 
xxi It should be pointed out that  if development times continue to rise, as they have  in 
the past, then the advantage of the SPC procedure will gradually reduce until it becomes 
equivalent to the current regime.  Thus if all development times rise to 15 years then the 
two are arithmetically the same because the SPC will add nothing to patent life.  EPL will 
be 5 under both regimes. 
 
xxii Other candidates would include veterinary products and civil aircraft development.  
xxiii  These sorts of concerns are expressed by Gordon Campbell in The Bitterest Pill.  
The Listener  March 31 to April 6 2001 
 
xxiv See Pharmaceuticals and Australia’s Knowledge Economy.  Australian Economic 
Analysis Pty. Ltd. December 1998  
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