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Ref: BF/63.152                                Brussels June 20th, 2007 
 
Mr Thomas Zerdick 
Secretariat of the Article 29 Working Party   
European Commission 
Directorate-General Justice, Freedom and Security 
Unit C.5 – Protection of personal data 
Office: LX 46 1/43 
B – 1049 Brussels 
 
 

Re: EFPIA response to consultation process on the “Working Document on 
the Processing of Personal Data relating to Health in Electronic Health 
records (EHR)” - 00323/07/EN  - WP 131 

 
 
Dear Sirs  
 
First of all, EFPIA supports the provisions of, and the principles behind the 
“Working Document on the processing of personal data relating to health in 
electronic health records (EHR)" and believes that this proposal is in line with 
most existing regulations or recommendations from the different member states. 
However, the legitimate goal of protecting patient privacy should not lead to 
impose unnecessary burdens to medical research, as this would in the long run 
go against the patient interests. EHR systems are a major gain for health by 
allowing an easier access to patient information for healthcare providers. EFPIA 
would like to highlight the importance of EHR data in the future for all types of 
research and public health.  
 
The Working Party Document 131 displays a well-structured set of topics that 
relates well to different legal and privacy issues of EHR for primary use. 
However, no doubt EHR integration into Pharmaceutical research will have large 
impact on Pharmaceutical Innovation over the next years to come.  
  
Given that and from a pharmaceutical research perspective, it is the 
recommendation from EFPIA that the Working Party Document 131 should 
include or take consideration on the following two important points: 
  
- Point 1: Broaden the scope to also address the issue of secondary use in 
the case of clinical research. The secondary use of medical data (i.e. a use 
which is secondary to the primary purpose for which the information was 
originally obtained) is of key importance. EFPIA is aware of, and sensitive to, 
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concerns about data privacy. Given appropriate measures and considerations to 
protect the privacy and confidentiality of individuals, i.e. proper anonymisation, 
when using individuals’ medical information there should be a huge opportunity  
to the secondary use of this data for statistical or medical research purposes. 
The expression "could be allowed as an exception" imposes unnecessary 
bureaucratic burdens. This section III-4  “Use of EHR for other purposes” in page 
16/22 of the document is introduced by an emphasized (bolded) sentence, which 
raises significant concerns in relation to medical research initiatives.  The 
sentence reads ‘the Working Party is of the opinion that accessing medical data 
in EHR for purposes other than those mentioned in Article 8 (3) should in 
principal be prohibited’.  This working party (WP) may not feel able to endorse 
use of EHR for medical research, but having such a statement could form a 
barrier to further debate on the issue and it would be helpful to the wider debate if 
the WP could rephrase its position. 
 
- Point 2. Raise the aspect of Intellectual Property Right (IPR) in the case of 
secondary use, which in the current version of the Working Party Document 131 
is completely absent. 
  
For example, IPR needs to be considered when making medical information 
interoperable, especially from a national perspective between healthcare 
institutions and third party companies. The issue of intellectual property becomes 
very important when EHR data become integrated with genomic data and may 
need to be addressed between the parties concerned.  
 
EFPIA is providing additional comments, which concern the following sections:  
 
Patient refusal  
The possibility for a patient to refuse that his/her data is stored in an EHR does 
not seem feasible as a general rule. It seems unrealistic to imagine that a patient 
could refuse that his/her personal information is stored in the hospital information 
system, provided that adequate safeguards are in place. At least name, address, 
insurance information, procedures and treatment given are used for billing / 
payment purposes as well as for the general management of the hospital. This 
could be covered by reasons of "substantial public interest", as provided for by 
Article 8(4) of Directive 95/46/EC. 
 
Explicit consent  
Concerning the "explicit consent" (§ II-4, pages 8-9/22), there are many situations 
in clinical trials where patients are not able to give their consent (emergency 
room, some psychiatric diseases, etc.) The argument that the information 
obtained should not be used to carry out medical research is too restrictive. If 
such data is properly anonymised, and provided adequate safeguards are put in 
place, it should be freely usable. 
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Accessible data 
The role of the pharmaceutical industry is to invent, develop and deliver 
medicines, which can be used to prevent or treat illness and disease and to 
monitor the efficacy and safety of those medicines.  The development of 
medicines and the study of their efficacy and safety is a lengthy and detailed 
activity which involves considerable data input based on individuals and their 
experiences to ensure that appropriate medicines are produced which are as 
safe and as effective as possible. 
 
Medical data, including personal information, which are gathered and processed 
during the course of inventing, developing and delivering a particular medicine 
may be a valuable source of information in work carried out to invent, develop 
and deliver other future medicines.   
 
Pharmaceutical companies are keenly aware of the need to protect personal 
data.  Individually and collectively they adopt a number of measures to ensure 
that legal requirements are observed and that individuals can rest assured about 
the treatment of their personal data.  These measures vary and include, but are 
not limited to, the appointment of specialist data privacy officers; the 
development of Standard Operating Procedures to be observed by company staff 
for the collection and treatment of personal data; and the regular training and 
development of staff involved in this field. 
 
Medical data can arise in many contexts, including among others: 

• Off-label prescription 
• Adverse event reporting  
• Prescription data 

 
Pharmaceutical companies may wish to use information gathered under the 
above scenarios, as part of the process for developing and obtaining approval for 
new medicines. 
 
For example in the conduct of clinical trials to evaluate the efficacy and safety of 
an investigational medicine, medical information is collected and used according 
to the Clinical Trials Directive 2001/20/EC with regulations & administrative 
provisions, which require informed consent, ethics committee approval and other 
measures such as removing information that can directly identify the individual 
and coding the data to protect patients’ privacy and confidentiality.  EHR data 
used in clinical trials should be accessible among others for: 
 
- Monitoring or regulatory inspections: if electronic data stored in an EHR 
replaces paper records maintained during a trial, then this content must be 
accessible for source data verification pursued in the course of monitoring or 
regulatory inspections. Legally this would be covered by the patient's informed 
consent given for the clinical trial. 
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- Identification of potential study centers: EHR data could be very useful to 
identify potential study centers, thus allowing a more efficient patient recruitment. 
This would only work if information about disease and medical history is  
available, of course in anonymised form, and provided adequate safeguards are 
put in place for external queries. 
 
To conclude, supporting the proposed WP 131 document with the legitimate goal of 
protecting patient privacy, EFPIA is asking the Data Protection Working Party to take 
into consideration the points made on both secondary use of medical data and 
Intellectual Property Right (IPR) in the case of secondary use, and to avoid building 
unnecessary barriers so that the EHR integration will help to optimise and maintain 
pharmaceutical research in Europe for the ultimate benefit of patients. 

 
 
Yours sincerely, 
 
 
 
 
Bernard Ferré 
Deputy Manager 
Scientific, Technical & Regulatory Affairs Department  
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