
Legal and Regulatory 
Update
UK and European content is compiled and written by Bird & Bird, an international law fi rm which advises 
Life Sciences clients on: 

licensing intellectual property and know-how
R&D agreements and other commercial contracts
clinical trials
regulatory issues
risk management
private equity, venture capital, joint ventures, strategic alliances,  mergers & acquisitions and stock 
exchange listings
patent & trade mark litigation
data protection
EU & competition law
product liability

Bird & Bird has offi ces in Beijing, Bratislava, Brussels, Budapest, Düsseldorf, Frankfurt, Helsinki, Hong Kong, 
London, Lyon, Madrid, Milan, Munich, Paris, Prague, Rome, Shanghai, Singapore, Stockholm, the Hague and Warsaw.

US content is compiled and written by Reed Smith LLP

With Lawyers from coast-to-coast in the United States, in the United Kingdom, continental Europe, Asia and 
the Middle East, Reed Smith provides its clients with seamless services across the world. 

Reed Smith counsel 10 of the world’s 12 largest pharmaceutical companies. Our Life Sciences Team includes 
more than 200 lawyers and health care professionals throughout our offi ces.

Our Life Sciences Team combines its knowledge of the health care industry, life science product development 
and management requirements, regulatory demands, and litigation risks, to serve clients who develop and 
market drug, device, diagonastic, and biotechnology products and services. Our product liability lawyers apply 
their success in the courtroom to help companies assess risks up front and avoid litigation. Our regulatory 
lawyers advise clients on how to create the most effi cient pathway through product approval and reimbursement, 
and across the entire product life cycle. Our in-depth knowledge of the life sciences industry enables us to 
provide clients with counsel tailored to their specifi c operational workings and strategic business goals.

This section is intended to be a synopsis of recent legal developments and is not intended to be exhaustive. If 
any issue referred to in this section to be relied upon, specifi c advice should be sought. Please contact:

Gerry Kamstra
Bird & Bird
15 Fetter Lane
London EC4A 1JP
Tel: +44 (0)20 7415 6000
Fax: +44 (0)20 7415 6111
E-mail: Gerry.Kamstra@twobirds.com
Website: www.twobirds.com

John Wilkinson
Reed Smith
Minerva House
5 Montague Place
London SE1 9BB
Tel: +44 20 7403 2900
Fax: +44 20 7403 4221
E-mail: jwilkinson@reedsmith.com
Website: www.reedsmith.com

•
•
•
•
•
•

•
•
•
•



© 2009 Palgrave Macmillan 1462-8732 Journal of  Commercial  Biotechnology Vol. 15, 4, 360–371

www.palgrave-journals.com/jcb/

 NOTES FROM THE EU  

 Life sciences patent litigation in the 
United Kingdom  –  A summary of 
calendar year 2008 
 After the slight dip in numbers of fully 
contested fi rst instance hearings in the English 
courts in the life sciences sector in 2007 
concerning patent infringement and / or 
validity and in which judgement was given, 
2008 saw a return to the levels of 2006. Four 
out of the nine patents in issue were held 
valid. Infringement was not in issue for four 
patents, but out of the other fi ve where it 
was in issue only two were held to be 
infringed, but neither of these had been held 
to be valid ( Table 1 ). 

 The fi rst few weeks of 2009 have also seen 
the English Patents Court giving judgements 
given in four such cases that had been 
argued in 2008. Again, in those cases where 
infringement has been in issue no patent has 
been found both valid and infringed ( Table 2 ). 

 Three out of the seven life sciences 
decisions of the English Patents Court in 2007 
were the subject of appeal in 2008, as was a 
2006 Scottish decision (namely the  Arrow  
case). In all of these appeals only validity was 
in issue. In every case in which the fi rst 
instance judge was reversed, the effect was to 
fi nd the patent the subject of the appeal valid 
( Table 3 ). 

 Finally, and as reported in the July 2008 
Life Sciences Update, 2008 saw the House of 
Lords, in a rare foray into patent law, 
reversing both the Patents Court and the 
Court of Appeal in  Conor  v.  Angiotech  and 
rejecting attack on inventive step attack for a 
medical device patent, to a paclitaxel eluting 
stent. Also, on 25 February 2009, the House 
of Lords upheld the Judgment of the Court of 

Appeal in  Generics  v.  Lundbeck , endorsing and 
elaborating upon the reasoning in that of Lord 
Hoffmann as reported in the May 2008 Life 
Sciences Update. In this the Court of Appeal 
reversed the judgement at fi rst instance, which 
had held that where, as here, a claim was to 
single product, the fact that such product, 
although novel, was a known desideratum 
that the patent had only disclosed one way of 
making, did not provide a basis for fi nding 
such claim insuffi cient. No other life sciences 
patent cases are now pending before the 
House of Lords.   

 First successful UK application 
by inventors for employee 
compensation:  Kelly  &  Chiu  v. 
 GE Healthcare Limited  [2009] 
EWHC 181 (Pat) 
 In a judgement handed down on 11 February 
2009, Mr Justice Floyd held that two of the 
inventors of two patent families relating to the 
radioactive imaging agent Myoview were 
entitled to compensation under section 
40 Patents Act 1977. This is the fi rst case in 
the United Kingdom in which an application 
by an inventor has succeeded. The invention 
was made when the inventors were employed 
by Amersham International, now called GE 
Healthcare. The case required detailed 
interpretation of sections 40 (entitlement to 
compensation) and 41 (amount of 
compensation) Patents Act 1977, as well as 
extensive factual and accounting evidence. It 
should be noted that since the patents were 
applied for before 1 January 2005, the 
amendment to section 40 by the Patents Act 
2005 (whereby compensation is available 
when the invention  –  not just the patent  –  
has been of outstanding benefi t) did not 
apply. 
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  Table 1 :      Life sciences patent litigation in the United Kingdom in 2008 

    Date    Parties    Subject matter    Judge    Infringed?    Valid?  

   21 / 04 / 08   Abbott Laboratories Ltd  v. 
 Eyvisio Medical Devices 
ULC  

 Medical devices  –  
coronary 
stents 
  EP 0 888 093 
  EP 0 888 094 
  EP 1 066 804 

 Kitchin, J.  Yes as to  � 093 and 
 � 084, no as to  � 094 

 No  ×  2  –   � 093 and  � 084 obvious 

   30 / 06 / 08   Actavis UK Ltd  v.  Janssen 
Pharmaceutica NV  

 Nebivolol 
  EP 0 334 429 

 Floyd, J.  NA  No  –  anticipated and obvious 

   31 / 07 / 08   Eli Lilly  &  Company  v. 
 Human Genome 
Sciences, Inc  

 Neutrokine- �  
polypeptide 
  EP 0 939 804 

 Kitchin, J.  NA  No  –  obvious, insuffi cient and 
lacks industrial applicability 

   13 / 10 / 08   Dr Reddy’s Laboratories 
(UK) Limited  v.  Eli Lilly  &  
Company  

 Olanzapine 
  EP 0 454 436 

 Floyd, J.  NA  Yes 

   15 / 10 / 08   Generics (UK) Ltd  v. 
 Daiichi Pharmaceutical 
Company  &  anr  

 Levofl oxacin 
  EP 0 206 283 
 &  SPC 

 Kitchin, J.  NA  Yes 

   16 / 12 / 08   Ratiopharm GmbH  v. 
 Napp Pharmaceutical 
Holdings Ltd  
   Sandoz Ltd  v.  Napp 
Pharmaceutical Holdings 
Ltd  

 Oxycodone 
  EP 0 722 730 
  EP 1 258 246 

 Floyd, J.  No  ×  2  Yes  ×  2 

  Table 2 :      English Patents Court judgements in year to date 2009 of cases that had been argued in 2008 

    Date    Parties    Subject matter    Judge    Infringed?    Valid?  

   09 / 01 / 09   Corevalve Inc  v.  Edwards 
Lifesciences AG and anr  

 Artifi cial heart valve 
  EP 0 592 410 

 Prescott, Q. C.  No  Yes 

   16 / 01 / 09   Actavis UK Ltd  v.  Novartis AG   Fluvastatin 
  EP 0 948 320 

 Warren, J.  NA  No  –  all claims as to which 
independent validity asserted 
obvious 

   23 / 01 / 09   Laboratoires Almirall SA  v. 
 Boehringer Ingelheim 
International GmbH  

 Combination 
aclidinium and B2 
agonists 
  EP 1 651 270 
  GB 2 419 819 

 Fysh, H. H. J.  NA  No  ×  2  –  all claims obvious, 
claim 20 of  � 819 invalid as 
method of medical treatment 

   12 / 02 / 09   Ratiopharm (UK) Ltd  v.  Alza 
Corp and anr;  
   Alza Corp and anr  v. 
 Sandoz Ltd  

 Trandermal patches 
for administering 
fentanyl 
  EP 1 381 352 

 Kitchin, J.  Yes  No  –  all claims anticipated 
(which could have been 
overcome by amendment) 
and obvious 

  Table 3 :      Cases appealed and heard in 2008 

    Date    Parties    Subject matter    Judge upheld?    Infringed?    Valid?  

   14 / 04 / 08   Generics  &  Ors  v.  H Lundbeck A / S   Escitalopram  No  NA  Yes  –  upheld by House of 
Lords, 25 / 02 / 09 

   20 / 05 / 08   Arrow Generics Ltd  v.  Akzo NB   Tibolone  No  NA  Yes 
   21 / 05 / 08   Actavis  v.  Merck   Finasteride  No  NA  Yes 
   09 / 05 / 08   Servier  v.  Apotex   Perindropil  Yes  NA  No  –  anticipated 
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patent term after expiry of RDE (in fact he 
looked at fi gures for the period 2002 – 2007, 
although broadly speaking the fi rst family of 
patents expired in 2008 and the second in 
2009), which amounted to (in round terms) 
 £ 1 billion. He then assumed that generic 
entry would, had there not been the patents, 
have led to a price erosion of 10 per cent on 
50 per cent of those sales, giving a very 
conservative estimate of the benefi t to the 
employer of  £ 50 million. Turning to the 
share of the benefi t to which the claimants 
were entitled, the judge concluded on the 
evidence that they were entitled to 3 per cent 
of the value of the benefi t to the employer. 
On the evidence he considered that Dr Kelly 
was entitled to 2 per cent and Dr Chiu to 
1 per cent, that is  £ 1 million and  £ 500   000, 
respectively.   

 European Patent Offi ce (EPO), 
quality over quantity: On course 
to  ‘ raise the bar ’  
 The European Patent Offi ce (EPO) has 
announced that at the beginning of 2010 it will 
launch measures to increase the quality of 
granted patents. Some of these measures are 
already fi nding their basis in case law and are 
now set out explicitly; others are new and will 
change the patent fi ling and prosecution 
practice considerably. According to the EPO, 
the new measures will  better protect inventors who 
turn to the EPO and at the same time will make 
sure that the EPO only grants patents for innovations 
having suffi cient inventive merit, and meeting the 
needs of society (annual report, 2008 of the EPO) . 

 In the preliminary report on the 
pharmaceutical sector, the European 
Commission also suggests that the bar for 
granting patents should be raised. In this 
regard the European Commission noted that 
generic companies have prevailed in about 
75 per cent of fi nal decisions rendered by the 
EPO, including the Board of Appeals. This 
suggests that a considerable number of patent 
applications should not have been granted, or 
should have been granted with different 
claims or claims with more limited scope. 

 In addressing entitlement to compensation 
the judge summarized the principles, the key 
ones being as follows:   

  ‘ Outstanding ’  means  ‘ something special ’  or 
 ‘ out of the ordinary ’  and more than 
 ‘ substantial ’ ,  ‘ signifi cant ’  or  ‘ good ’ . The 
benefi t must be something more than one 
would normally expect to arise from the 
duties for which the employee is paid. 
 The patent must have been a cause of the 
benefi t, although it does not have to be the 
only cause. The existence of multiple causes 
for a benefi t does not exclude the benefi t 
from consideration, although the benefi t 
may have to be apportioned to isolate the 
benefi t derived from the patent. 
  ‘ Patent ’  in section 40 does not include 
regulatory data exclusivity (RDE) (Myoview 
is a  ‘ medicinal product ’  within Directive 
2001 / 83  –  it is a  ‘ substance  …  which may be 
used or administered to human beings with a 
view  …  to making a medical diagnosis ’ ). 
Thus the scenario without patent protection 
is one where RDE nevertheless exists. 
 Where the employee shows that the 
invention has been of outstanding benefi t, 
the amount of compensation is to be 
determined in the light of all the available 
evidence in accordance with section 41 so 
as to secure a just and fair reward to the 
employee, neither limiting him to 
compensation for loss or damage, nor 
placing him in as strong a position as an 
external patentee or licensor. 
 What is being compensated for is the 
disparity between the benefi ts received by 
the employee and the benefi ts received by 
the employer. The judge observed that 
compensation is not available where, 
under section 40(3), a  ‘ relevant collective 
agreement provides for the payment of 
compensation ’  (for example an agreement 
negotiated by a trade union).   

 Having considered the evidence on the 
benefi t to the employer, the judge chose to 
look at the sales of Myoview during the 

•

•

•

•

•



 Legal and Regulatory Update 

© 2009 Palgrave Macmillan 1462-8732 Journal of  Commercial  Biotechnology Vol. 15, 4, 360–371364

 In order to increase the quality of patents, 
the EPO intends to take the following 
measures at the beginning of 2010.   

  1.   Clarifi cation of the scope of protection sought 
prior to search . The number of independent 
claims in a patent application will be 
limited. In addition, Examiners will be 
able to ask the applicant to clarify the 
meaning of the pending claims before a 
search is carried out. 

  2.   Mandatory response to the written opinion 
issued with the search report . The applicant 
will have to provide an answer to the 
written opinion accompanying the search 
report before they can enter examination. 
This means that a decision will have to be 
made about the scope of the claims at a 
very early stage of the prosecution. 

  3.   One opportunity to fi le voluntary amendments . 
After receipt of the search report and the 
written opinion, applicants will have only 
one opportunity to fi le amendments of 
their own volition. According to the EPO, 
this will focus attention and activity earlier 
in the examination process and reduce the 
average number of communications 
required before grant. 

  4.   Time limit for fi ling divisional patent 
applications . It is likely that this measure 
will have the greatest impact on the 
industry. At present, applicants are allowed 
to fi le divisional patent applications up 
until the grant of the parent application. In 
practice, this has led to strings of divisional 
applications each containing the same 
broad disclosures of the original patent 
application. Such fi lings may continue for 
up to 20 years from the fi ling of the parent 
application. In this way, applicants make 
sure that if a granted patent were to be 
found invalid (for example in opposition), 
they would then have a second chance 
with a pending divisional application. The 
Enlarged Board of Appeal of the EPO has 
already indicated in their decision G1 / 05 
that it fi nds this situation unsatisfactory, but 
also indicated that there was no legal basis 

to deny applicants the right to fi le such 
sequences of divisional applications. The 
EPO has now decided to change the Rules 
of the EPC as of 1 April 2010, such that 
divisional applications on the applicants 
own initiative will have to be fi led within 
a period of 2 years from the fi rst 
communication by the EPO examining 
division in relation to the parent (that is 
the previous) or an even earlier (in case of 
a  ‘ string ’  of applications) application. This 
means that the formation of strings of 
divisional applications until expiry of the 
applications will no longer be possible. 

  5.   Raising the bar with respect to substantive 
requirements for patentability . In addition to 
the above measures, there has been 
discussion over the past years to  ‘ raise the 
bar ’  with respect to the substantive 
requirements for patentability.  The goal is to 
ensure that the European patent system will 
continue to fulfi l its main objective, the 
promotion of innovation, by granting exclusive 
rights only for innovations with suffi cient 
inventive merit  (future workload, study 
prepared by The Board 28  1  ). It has been 
proposed that within the existing legal 
framework of the EPC, the quality 
standards of the EPO could be raised by 
re-evaluating the existing practice and 
procedures. The main focus in this respect 
is aimed at the assessment of inventive step 
at the EPO. Among others, it has been 
proposed to study the reinforcement of the 
importance of the  ‘ problem and solution 
approach ’  in the assessment of inventive 
step. Apart from inventive step, other 
important patentability issues will be 
addressed in more depth by the EPO. It is 
likely that the requirement of suffi ciency 
of the disclosure is another patentability 
issue that will receive attention from the 
EPO as it seeks to  ‘ raise the bar ’ .   

 In the near future, EPO practice will change 
as a result of the EPO ’ s desire to  ‘ raise the 
bar ’ . The changes at hand not only relate 
to procedural matters, but it is also to be 
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 (b)    a different prescription medicine to 
that which otherwise might have 
been prescribed to the patient but 
for the incentive scheme, where such 
a different prescription medicine is 
from the same therapeutic class of 
medicines used for treatment of the 
patient ’ s particular condition.    

 Another successful challenge to 
aspects of the process used by the 
UK National Institute of Clinical 
Excellence (NICE) in formulating 
their guidance as to what drugs 
should be available for prescription 
on the National Health Service 
 In July 2008 Life Sciences Update, we 
reported on the partially successful challenge 
to the decision by NICE to base its 
recommendation for use of three Alzheimer ’ s 
disease treatments by the National Health 
Service on an economic mathematical model 
the details of which it was not prepared, on 
grounds of confi dentiality towards a third 
party, to fully share with those companies 
whose drugs were the subject of the 
assessment. 

 However, disputes as to confi dentiality in 
relation to the models that it uses continue to 
undermine NICE ’ s assessments, as evidenced 
by the judgement of the English High Court 
on 19 February 2009 on a challenge by 
Servier. This related to the economic model 
used by NICE in developing fi nal guidance 
issued in October 2008, on the use of drugs 
for both primary and secondary prevention 
of fractures in postmenopausal women with 
osteoporosis, which had the effect of 
restricting access to its Protelos (strontium 
ranelate) product. The model here had been 
produced for NICE by an academic who had 
in turn relied on data from another academic, 
which was provided in confi dence. The 
Court held that NICE had not taken adequate 
steps to try to secure a limited waiver of 
confi dentiality from the originator of such 
data that would have allowed Servier to 
review it, even though, as matters transpired, 

expected substantive matters of patentability 
will be affected. Applicants should be prepared 
for these forthcoming changes. Additional care 
and effort should be invested in drafting 
patent applications that proactively meet the 
new and higher standards of the EPO.   

 Financial incentives for medical 
practitioners to prescribe specifi c 
medicines and the community code 
on medicinal products for human use 
 Article 94 of the Community Code, by 
which  ‘ where medicinal products are being 
promoted to persons qualifi ed to prescribe or 
supply them, no gifts, pecuniary advantages or 
benefi ts in kind may be supplied, offered or 
promised to such persons unless they are 
inexpensive and relevant to the practice of 
medicine or pharmacy ’ , is aimed primarily at 
the promotional activities of pharmaceutical 
companies. 

 However, its wording is not so limited and 
the reference to the ECJ in Case C-62 / 09 
 Association of the British Pharmaceutical Industry  
v.  Medicines and Healthcare Products Regulatory 
Agency , in a reference from the English courts, 
seeks to explore whether, and if so the extent 
to which it applies to national public health 
schemes that provide fi nancial incentives for 
medical practitioners to prescribe specifi c 
medicines in a therapeutic class. 
 The questions referred ask:  

 Does Article 94(1) of Directive 
2001 / 83 / EC preclude a public body 
forming part of a national public health 
service, in order to seek to reduce its 
overall expenditure on medicines, from 
implementing a scheme which offers 
fi nancial incentives to medical practices 
(which may in turn provide a fi nancial 
benefi t to the prescribing doctor) to 
prescribe a specifi c named medicine 
supported by the incentive scheme that is 
either: 
 (a)    a different prescription medicine to 

the medicine previously prescribed 
by the doctor to the patient; or 
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all the indications were that he would have 
been prepared so to do. Other grounds of 
challenge to the assessment by NICE were 
however rejected.   
  
  ©  Bird  &  Bird LLP    

 NOTES FROM THE US  

 US stimulus changes to Health 
Insurance Portability and 
Accountability Act (HIPAA)  –  Impact 
on companies conducting clinical 
research in the United States 
 The Privacy Rule under Title II of the 
HIPAA, which took effect on 14 April 
2003 will get expanded as a part of the US 
Federal economic stimulus package. The 
expansion will afford greater protection for 
individual privacy by imposing higher 
security standards and may impact how 
traditional pharmaceutical companies and 
 ‘ virtual pharma ’  networks of business 
relationships may conduct clinical research. 

 Title XIII of the American Recovery and 
Reinvestment Act, the Health Information 
Technology for Economic and Clinical Health 
Act (the Act), when effective on 17 February 
2010, will expand individual privacy protections 
and security requirements applicable to covered 
entities directly to business associates of covered 
entities.  2   This will expose business associates to 
the same criminal and civil penalties for HIPAA 
violations and make them subject to the same 
privacy and security requirements as covered 
entities.  3   Further, the Act now additionally 
requires  4   that (1) each individual be notifi ed if 
their unsecured protected health information 
has been accessed, acquired or disclosed as a 
result of the breach,  5   and (2) if a breach of 
protected health information affects 500 or 
more individuals, the Act requires the 
responsible covered entity to immediately 
notify prominent media outlets and the US 
Department of Health and Human Services 
(HHS) of the breach. 

 Although the Act expands HIPAA privacy 
laws directly onto business associates of 

covered entities, the Act does not redefi ne 
who is a business associate. One key threshold 
question to consider is whether and when a 
clinical trial sponsor  –  or another party or 
partner working with a pharmaceutical 
company  –  would be a business associate and 
subject to such expanded HIPAA rules. In the 
absence of clear case law on point, the life 
sciences industry thus far has relied upon its 
interpretation of HHS guidance defi ning 
business associates.  6    

 A  ‘ business associate ’  is a person or 
entity that performs certain functions or 
activities that involve the use or disclosure 
of protected health information  on behalf 
of, or provides services to , a covered entity.  7   
(emphasis added)  

 The HHS has promulgated a list of activities 
and services that make a person or entity a 
business associate when conducted  on behalf of  
the covered entity, including  ‘ claims 
processing or administration; data analysis, 
processing or administration; utilization 
review; quality assurance; billing; benefi t 
management; practice management; and 
re-pricing. Business associate services are legal, 
actuarial, accounting, consulting, data 
aggregation, management, administrative, 
accreditation and fi nancial ’ .  8   While HHS 
has not completely foreclosed the possibility 
of clinical trial sponsors being  ‘ business 
associates ’ , they have declared that researchers 
are not business associates because  ‘ the 
researcher is not conducting a function or 
activity regulated by  …  or providing one of 
the services listed in the defi nition of  “ business 
associate ”  at 45 C.F.R. 160.103  …  ’   9   

 Industry has interpreted HHS ’ s reasoning 
for researchers to also include clinical trial 
sponsors as falling outside the defi nition of 
 ‘ business associates ’  so long as it remains clear 
that (a) the clinical trial sponsor in question is 
not  ‘ conducting a function or activity 
regulated ’  when they sponsor a clinical trial, 
and (b) they are also not acting  on behalf  of a 
covered entity, and (c) any activities 
undertaken by the clinical trial sponsor is not 
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concepts and provides an opportunity to 
revisit current practices. 

 The public use and on-sale bars render 
unpatentable any invention that was  ‘ in public 
use ’  or  ‘ on sale ’  in the United States more 
than 1 year before the fi ling of a US patent 
application, 35 U.S.C.  §  102(b). In other 
words, once an invention is in public use or 
on sale, the inventor or owner must fi le a US 
patent application within 1 year. Failure to do 
so results in the invention being dedicated to 
the public. The date 1 year before the fi ling 
date of a US patent is referred to as the 
 ‘ critical date ’   –  any public uses, sales or offers 
to sell an invention before the critical date 
renders invalid all claims to that invention. 
To complicate matters, the legal doctrine of 
 ‘ experimental use ’  can negate either the public 
use or on-sale bar. 

 The concept of  ‘ experimental use ’  is 
narrower than  ‘ experimentation ’  in the 
colloquial sense. An experimental use must be 
for bona fi de experimental purposes, and does 
not include experimentation incidental to a 
commercial purpose. The full scope of 
permitted experimental use is limited by 
various legal principles that are beyond the 
scope of this article; however, a new wrinkle 
has been added by the Federal Circuit ’ s recent 
decision in  Clock Spring . 

 The court in  Clock Spring  announced a 
new requirement that experimental use must 
be testing  ‘ for purposes of the fi ling of a 
patent application ’ , 560 F.3d at 1327. This 
requirement may be troubling, particularly 
for inventors or companies that are truly 
 ‘ experimenting ’  but without contemplating 
that they may later want to pursue patent 
protection. Under those circumstances, the 
patentee in  Clock Spring  pointed to reports 
indicating that alleged public uses were 
experimental uses for testing durability of the 
claimed invention. The court noted that the 
patentee ’ s  ‘ problem, however, is that no 
report in the record states, or in any way 
suggests, that the 1989 demonstration was 
designed to test durability for the purposes of 
the patent application to the PTO  …  . Thus, 

a category of activities that typically creates 
 ‘ covered entity-business associate ’  relationship.  10   

 Given the burdens imposed on covered 
entities (and now business associates), sponsors 
of clinical research have been understandably 
resistant to accept classifi cation of their role as 
 ‘ business associates ’  and have refused business 
associate agreements when they do not 
perform the services that would bring them 
within the defi nition of  ‘ business associate ’ .  11   
Although this clear line has been drawn in the 
context of the sponsors of clinical trials acting 
only in that capacity, many varied emerging 
business models in the life sciences industry, 
including as part of the so-called  ‘ virtual 
pharma ’  approach, call for multiple parties to 
work together under a development concept. 
These parties engage with one another to 
provide a variety of services and functions in 
support of the overall development effort and 
included in these roles are some functions 
that may well make such parties  ‘ business 
associates ’  under HIPAA, as proposed to be 
expanded. Care should be taken to identify 
which of these parties may be deemed business 
associates under the expanded regulations and 
appropriate plans implemented to ensure 
compliance with the expanded scope and rules 
of HIPAA. Any such additional compliance 
mandates and costs should be factored into the 
structuring and organization of any business 
models undertaking clinical research in the life 
sciences industry. 

 Andres Liivak, Betty Yann and John Chao   

 The experimental use negation of 
certain statutory bars to patentability 
 In the United States, the public use and on-sale 
bars to patentability, and the experimental 
use negation of those bars, present 
complicated issues and potential pitfalls for 
inventors and companies developing new 
products or methods. The United States 
Court of Appeals for the Federal Circuit ’ s 
recent decision in  Clock Spring, L.P.  v. 
 Wrapmaster, Inc. , 560 F.3d 1317 (Fed. Cir. 
2009), adds a new twist to these legal 
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even if durability were being tested, it was 
not for purposes of the patent application, 
and cannot bring the experimental use 
exception into play ’  to negate its public use 
of the invention.  12   The court did not indicate 
what evidence might demonstrate that an 
experimental use is for purposes of fi ling a 
patent application. Future court decisions will 
be required to develop the parameters of this 
new requirement for invoking the doctrine of 
experimental use.  

 Practical advice 
 Ideally, a potential patentee should fi le a patent 
application within 1 year of any potentially 
barring disclosure or use of an invention.  13   
Pre-critical date uses, whether or not actually 
barring uses, can signifi cantly increase future 
patent enforcement costs by introducing 
potential validity issues. Prospective licencees 
who challenge the validity of a licensor ’ s patent 
are likely to include such issues to either refuse 
a licence or to demand lower royalties. Further, 
any public use, on-sale and / or experimental 
use inquiry is fact specifi c. Thus, litigation 
involving those issues often involves extensive 
discovery that will increase litigation costs. 
Early fi ling of patent applications for every 
potentially patentable invention, however, is 
impractical and cost-prohibitive. Nonetheless, 
various measures can be taken to avoid a public 
use or on-sale bar to patentability. 

 Maintaining confi dentiality is important for 
avoiding a  ‘ public use ’ , because a public use 
includes any disclosure or use of an invention 
 ‘ without limitation or restriction, or 
injunction of secrecy ’ . Companies developing 
potentially patentable inventions should 
therefore use confi dentiality agreements with 
employees, independent contractors and 
research collaborators to prevent premature 
public disclosures of those inventions. 

 Confi dentiality, however, does not 
necessarily prevent a statutory bar for 
commercial exploitation of an invention. 
Commercial exploitation can bar patentability 
under either the public use or on-sale bar, 
even if the invention is not disclosed to 

customers or the public. For example, an offer 
to sell a product made using a new method 
may put that method  ‘ on sale ’  even if the 
customer is unaware of how the product was 
made. Similarly, commercial sales of a product 
made using a new machine may put that 
machine in  ‘ public use ’ . 

 For bona fi de experimental uses, potential 
patentees should take measures to ensure control 
over the experimentation and should keep 
records documenting the experimental process. 
The potential patent owner should maintain 
control and oversight over any part of the 
experimentation contracted out to third parties. 
Those third parties should be put on notice of 
the experimentation and must be subjected to 
confi dentiality obligations. Inventor control 
over experimentation, experimental records 
and third-party awareness of experimentation 
are all important factors that courts consider in 
determining whether a use is a permitted 
 ‘ experimental use ’  and not a bar to patentability. 

 Although it remains unclear how  Clock 
Spring  ’ s new  ‘ for purposes of the fi ling of a 
patent application ’  requirement will affect 
future development of experimental use law, 
inventors may take several measures to 
attempt to satisfy this requirement. First, 
inventors should complete detailed invention 
disclosure forms describing potentially 
patentable inventions, and those forms should 
be regularly submitted to patent counsel for 
evaluation. Second, contracts with employees 
and independent contractors should contain 
clauses indicating that the potential patentee 
(for example, employer / principal) owns all 
patent rights to any invention resulting from 
their work and that they must assign any 
rights to the potential patentee. Third, before 
any public use or commercial negotiation 
involving a new technology is begun, a 
process should be in place to assure that all 
patentable inventions have been appropriately 
evaluated. 

 Finally, if there are any questions regarding 
a particular event wherein new technology is 
being exposed to outside parties, it is always 
advisable to clear such activity with patent 
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information for  ‘ applicable clinical trials ’  
(as defi ned in FDAAA) for drugs, biological 
products and devices subject to approval 
by the United States Food and Drug 
Administration (FDA). The FDAAA also 
specifi es the deadline by which responsible 
parties must register applicable clinical trials 
(typically, within 21 days of fi rst subject 
enrolment) and requires that registered 
information be amended if changes occur 
during the study. 

 In addition, from September 2008, the 
FDAAA mandates that responsible parties 
include  ‘ basic results ’  information of certain 
applicable clinical trials in the Registry. 
Specifi cally, basic results include demographic 
and baseline characteristics, primary and 
secondary outcome measures, and statistical 
analyses of study results. Currently, the FDAAA 
requires that results must be submitted within 
12 months after study completion, but narrative 
summaries are not permitted in the Registry. 
Furthermore, the FDAAA specifi es that 
information submitted to the Registry must be 
complete and accurate and not false, misleading 
or promotional. 

 Some new changes in Registry 
requirements are also on the way. The 
submission of adverse event reporting 
information to the Registry by responsible 
parties will become mandatory on 27 September 
2009. Also, the FDAAA directs that within 
3 years from its enactment, the NIH must 
further expand the Registry by regulation to 
provide more complete results information 
and to enhance public access to and 
understanding of clinical trials results. The 
FDAAA identifi es some issues to be 
considered by NIH in expanding the 
Registry.   

 Expansion issues 
 Before the public meeting, the NIH invited 
public comments on the following topics 
related to the expansion of the Registry:   

   1.     The submission of information for clinical 
trials of drugs, biological products and 

counsel. These proactive steps will help to 
ensure that there is a clear record of bona fi de 
experimental use where it exists, and avoid 
the severe costs and potential penalties that 
may be associated with inadequate procedures. 

 Richard Ting    

 Expansion of the clinical trial 
registry in the United States 
 The United States National Institutes of 
Health (NIH) recently held a public meeting 
and requested comments on forthcoming 
regulations to expand the clinical trial registry 
and results data bank commonly known as 
ClinicalTrials.gov (Registry). The Food and 
Drug Administration Amendments Act of 
2007 (FDAAA) requires the NIH to issue 
additional regulations to expand the scope of 
the Registry by 27 September 2010. The 
expansion of the Registry is of interest to 
many groups, including human subjects who 
participate in clinical trials, manufacturers of 
drugs, biological products and devices, 
research sites and investigators that perform 
clinical trials, providers that support the 
conduct of clinical trials, members of the 
scientifi c community and press, patients and 
physicians who rely on clinical trial results to 
inform treatment options and the advocacy 
groups that represent all of the foregoing. 
Many of these groups often have different 
priorities, which is likely to lead to an 
interesting debate about the scope of the 
Registry expansion in the months ahead.  

 Background 
 The Registry was initially established in 
2000 and as of 22 June 2009 it contained 
information on almost 75   000 clinical trials 
conducted in 167 countries. The FDAAA, 
enacted in September of 2007, increased the 
amount and type of clinical trial information 
that is required to be publicly disclosed. 
Specifi cally, from December 2007, the 
FDAAA requires  ‘ responsible parties ’  
(generally, sponsors or investigators) to 
submit specifi ed registration data and results 
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devices that are not subject to FDA 
approval. 

   2.     The inclusion of narrative summaries of 
the clinical trial design and results in the 
Registry. 

   3.     Additional information that should be 
submitted to enhance public understanding 
of information presently available in the 
Registry. 

   4.     Submission of the entire clinical trial 
protocol or other protocol information as 
may be necessary to help evaluate study 
results. 

   5.     Quality control procedures the NIH 
might adopt to ensure the accuracy, 
completeness and objectivity of 
information in the Registry. 

   6.     An extension in the 12-month period for 
submission of basic results information to 
a period not to exceed 18 months. 

   7.     The expansion of the defi nition of 
applicable clinical trials for which basic 
results information is required to include 
studies initiated before the effective date 
of the FDAAA. 

   8.     The appropriate timing and requirements 
for updates of clinical trial information 
and procedures for tracking such updates. 

   9.     The standard format for the submission of 
clinical trial information required by the 
FDAAA and changes to the manner of 
reporting of the basic results information. 

  10.     A statement to accompany the entry for 
an applicable clinical trial when the 
primary and secondary outcome measures 
for such clinical trial are submitted as a 
 ‘ voluntary submission ’  after the date 
specifi ed in the FDAAA for submission of 
such information.   

 These issues are likely to dominate the 
rule-making process as the NIH prepares the 
initial draft of Registry expansion regulations 
for review.   

 Public reactions 
 There appeared to be agreement among many 
of the parties that attended the NIH public 

meeting on certain core principles that should 
guide the crafting of Registry expansion 
regulations. Among the apparent points of 
consensus were that all parties benefi t from 
having clinical trial results reported in a single 
location in a consistent and accessible format, 
the importance of transparency in the 
reporting of clinical trial information and 
results and the need to incorporate narrative 
summaries of clinical trial designs and results 
into the Registry. 

 One point of contention among the various 
parties was whether additional studies outside 
the current purview of the FDAAA should 
be included in the Registry. In particular, 
consumer groups advocated for the mandatory 
inclusion of Phase I studies in the Registry 
to increase the public ’ s knowledge and access 
to safety and effi cacy data of investigational 
products. However, industry representatives 
countered that such data are of limited use to 
the public and could reveal confi dential 
information of clinical trial sponsors to 
competitors. In addition, the parties held 
different perspectives on whether to require 
the submission of results of clinical trials that 
were conducted before the effective date of 
the FDAAA. This debate focused on the 
value of submitting information from prior 
studies versus the administrative burden and 
cost on the government and industry to 
submit such information. 

 Another issue that raised some unresolved 
questions was who would be responsible for 
drafting narrative summaries of clinical trial 
results. Consumer parties noted that patients 
desire more information about clinical trials, 
however, they expressed concerns that 
summaries of results could be used to 
promote products or be misleading. Industry 
parties also worried about this issue as they 
did not want to run afoul of FDA regulations 
regarding unlawful promotional activities. 
A possible solution would be for NIH or 
third-party experts to draft any Registry 
narratives. However, this compromise may 
lead to delays or additional costs for 
responsible parties.     
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 NOTES AND REFERENCES 
   1   .    Board of the Administrative Counsel set up under 

article 28 EPC  .  

   2   .    42 U.S.C.  §  17931(a); Traditionally, pharmaceutical 
companies are not  ‘ covered entities ’  under HIPAA, 
but hospitals and doctors (health care providers) 
who conduct research on behalf of the 
pharmaceutical companies are  ‘ covered entities ’   .  

   3   .     §  17931(b)  .  

   4   .     §  17932 (f)  .  

   5   .     §  17932 (a)  .  

   6   .    http://www.hhs.gov/ocr/privacy/hipaa/
understanding/coveredentities/businessassociates.
html  .  

   7   .     Id   .  

   8   .     Id   .  

   9   .     Id   .  

   10   .     Id   .  

   11   .      Huberfeld  ,   N .      (  2007  )   Pharma on the hot seat  . 
  Journal of Health Law     40  :   241  ,   259  .  

   12   .     Id.  at 15  .  

   13   .    Potential patentees wishing to pursue non-US 
patent protection should fi le a patent application 
before any public disclosure or commercial use of 
an invention. Most non-US jurisdictions impose an 
 ‘ absolute bar ’  to patentability as soon as an 
invention is publicly disclosed or used  .         

 CONCLUSION 
 The NIH and all interested parties are 
dedicated to increasing transparency and 
expanding the scope of information included 
in the Registry. Striking an appropriate 
balance between the sometimes divergent 
concerns of industry, scientifi c and consumer 
interests may not be easy, but it is an 
achievable goal. Parties responsible for the 
submission of clinical trial information and 
results should monitor the rule-making 
process to prepare for the inevitable Registry 
expansion, and should assess the scope of the 
required information that will be included in 
future submissions. Even though the fi nal 
regulation will not be effective until 
September 2010, preparing for compliance 
can start now by identifying and tasking 
appropriate persons for the upcoming need to 
amend policies and conduct staff training on 
the new changes. 

 Additional information on the NIH public 
meeting and copies of submitted comments 
from interested parties are available online at 
 http://prsinfo.clinicaltrials.gov/public-meeting-
april09.html . 

 Robert Sipps 
  
  ©  Reed Smith LLP           
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