
Insert Slide Title 

The Global Transparency Journey for the Life Sciences Industry Webinar 

October 2, 2014   

Brian P. Sharkey 





© 2012 Porzio Life Sciences 



© 2012 Porzio Life Sciences 



© 2012 Porzio Life Sciences 





 European Union Directives or 
Regulations 
◦No Disclosure/Reporting 
Requirements 
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France “Sunshine” Law 
Passed in December 2011 

 
        Requires: 

 Companies to disclose to public all agreements they have with, and certain 
benefits given to, specified recipients. 

Violations: 

 Criminal sanctions: € 45 000 fine in case of deliberate omission of 
disclosure for an individual (€ 225 000 for a company) 

 Other sanctions: posting of sanctions, prohibition to manufacture 
products, civil rights suspension 



Covered Recipients 
 The final decree imposes two main types of disclosure requirements on 

pharmaceutical and medical device companies: Companies must disclose 
the existence of agreements with and benefits provided to the following: 

 
1. Healthcare professionals (e.g., physicians, nurses, but the disclosure requirements do 

not apply to the reporting company’s employees); 
2. Associations of healthcare professionals and associations of students for relevant 

occupations;  
3. Students for relevant occupations; 
4. User associations of the health system (public or private); 
5. Health facilities; 
6. Foundations, learned societies, and consulting companies or organisations in the health 

sector; 
7. Publishing companies:  press, radio, television, and on-line media; 
8. Editors of prescription and dispensing software; and 
9. Legal entities contributing to the initial training of healthcare professionals.   

  



Agreements with Recipients 

For agreements, companies must reveal the following:  
 
1. the identity of the parties to the agreement:  

a. For healthcare professionals:  name, professional address, 
qualifications, title, specialty, and registration number with the relevant 
professional board;  

b. For healthcare students:  name and educational institution; 
c. For legal entities, like associations, health institutions, etc.:  name, 

corporate purpose, and registered address;    
2. the date the agreement was signed;  
3. the subject matter of the agreement (which can be phrased in such a way as 

to protect confidential and trade secret information); 
4. Program of promotional/scientific events, if applicable. 
 



Companies must disclose all benefits that they provide: 

 whether direct or indirect, in kind or in cash, to the aforementioned recipients if 
the benefits are equal to or exceed ten Euros, inclusive of VAT. 

 Benefits worth less than ten Euros do not have to be disclosed. 

 In disclosing benefits, companies must identify the recipient and the recipient’s 
personal information in the same manner as for agreements (e.g., name, 
address, title), the amount of each benefit the date and nature of each benefit 
and the time period (either the first six months of a year or the latter six 
months) during which the benefit was received. 

 



 Agreements:  Companies must report the pertinent information for 
agreements to the public authority within fifteen days of the signing of the 
agreement. 

 

 There is a pending, proposed decree that would eliminate the 15-day 
requirement and require agreements to be reported on the same schedule as 
benefits. 

 

 Benefits:  Relevant information for benefits must be reported bi-annually: by 
August 1 for benefits provided from January to June of a calendar year, and by 
February 1 for benefits provided from July through December of the preceding 
calendar year. 



 In a 3 December 2013 decree, which became effective on December 19, 
the French government established the public website and charged the 
French Ministry of Health with the responsibility for operating it. 

 

 The decree included additional provisions concerning how companies 
can register on the website; how data is to be transmitted to the 
website; and how individuals who have information reported about 
them can request correction of the information.  

 

 The decree reiterated that the reported information must remain 
available on the website for five years and that the French Ministry of 
Health must retain the data for ten years. The information on the 
website was made available to the public in 2014.  
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Romania 

Portugal 

Denmark 

Slovakia 



 International Federation of Pharmaceutical 
Manufacturers & associations Code of 
Pharmaceutical Practices (“IFPMA Code”) 
◦ No Disclosure/Reporting Requirements  
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Austria Denmark Belgium Finland France 

Germany Greece Ireland Italy Netherlands 

Norway Poland Portugal Russia Spain 

Sweden Switzerland Turkey United Kingdom 



Bulgaria Croatia Cyprus Czech Republic 

Estonia Hungary Latvia Lithuania 

Malta Romania Serbia Slovakia 

Slovenia Ukraine 
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TOV Provisions: 
Individual HCO 

A. Donations & Grants to HCOs 
B. Contribution to costs of events 

i. Sponsorship agreements with HCOs/third parties 
appointed by HCOs to manage an event 

ii.  Registration fees 
iii.  Travel and accommodation 

C. Fee-for-service & consultancy 
i. Fees 
ii.  Related expenses agreed in the fees for service or   

consultancy contract 



TOV Provisions: 
Individual HCP 

A. Contribution to costs of event 
i. Registration fees 
ii.  Travel and accommodation 

B. Fees for service & consultancy 
i. Fees 
ii.  Related expenses agreed in the fees for service or  

consultancy contract 



TOV Provisions:  
Aggregate  

A. Research & Development 
i. Transfers of value to HCPs/HCOs related to the planning and 

conduct of: 
a) Non-clinical studies 
b) Clinical Trials 
c) Non-interventional studies that are prospective in nature and 

that involve the collection of patient data from or on behalf 
of individual, or groups of, HCPs specifically for the study 

ii. When a company cannot report at the individual level for a 
HCP/HCO, e.g., lack of consent, the company must report in 
the aggregate. 



 

Consent – When making a transfer of value to a healthcare 
professional/healthcare organisation, and in their written 
contracts, companies are encouraged to include provisions 
relating the recipient’s consent to disclose transfers of value 
in accordance with the provisions of the EFPIA HCP/HCO 
Disclosure Code. 

 

 

 



 

Language – Disclosures must be made in the language 
prescribed in the national code by the relevant member 
association. However, companies are encouraged to make 
disclosures in English in addition to the local language. 
 

 

 



 

Methodology – Companies shall publish a note summarizing 
the methodologies used in preparing their disclosures and 
identifying transfer of value to each category. This note may 
include information on contracts, tax aspects, currency 
aspects or other issues related to the timing or amount of the 
transfer of value.   

 

 



 Platform – Company website or industry group website 

 Reporting within 6 months of the end of the reporting 
period 

 Aggregate by category but have itemized available 

 Publicly available timeframe: disclosures shall remain in 
public domain for three years unless consent revoked or 
law calls for shorter time. 

 

 

 



 The following transfers of value are exempted from the disclosure 
requirement: 

1. Transfers of value that are solely related to over-the-counter medicines;  

2. Transfers of value such as items of medical utility, meals and drinks, 
samples; or  

3. Transfers of value that are part of ordinary course purchases and sales of 
Medicinal Products by and between a company and a healthcare 
professional (such as a pharmacists) or a healthcare orgnaisation which 
does not fall within the scope of the disclosure obligation. 

 
 



TOV Provisions:  
Template  
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31 



2015 2015 

 



 Country Required Reportable Language (s) 

Austria • German 
        or 
• English  

Belgium • Dutch (required) 
• French (required) 
• English (encouraged) 

Bulgaria • Bulgarian 

Czech Republic • Czech (required) 
• English (required) 

Finland • Finnish 

France  • French 

Germany • German 

Romania • Romanian 

Russia • Russian (required) 
• English (required) 

Serbia • Serbian (required) 
• English (recommended)  

Slovenia • Slovenian (required) 
• English (encouraged) 

Sweden • Swedish (required) 
• English (encouraged) 

Switzerland • English 
• French* 
• German* 
• Italian* 



 EFPIA: On member company's website or on a central platform 
◦ Disclosures to be made on the member company's website (Austria, Estonia, Finland, 

Germany, Hungary, Italy, Poland, Spain, Switzerland, Slovenia); 

 

◦ Disclosures to be made on the national member association website/central platform 
(Czech Republic, Belgium, Greece, the Netherlands, United Kingdom); 

 

◦ Disclosures to be made on either the company’s website or the national member 
association's website (Sweden, Turkey, Latvia, Croatia, Serbia, Russia, Ukraine); 

 

◦ Disclosures to be made on the company's website linked to the national member 
association's website (Bulgaria, Lithuania, Norway); 

 

◦ Disclosures to be made on the national member association's website linked to the 
company website (Cyprus, Romania);  

 

◦ Not yet identified (Ireland, Malta);  

 

◦ N/A (Denmark, France, Portugal, Slovakia).   

 

 

 







 Industry groups dealing with it in various ways  

 Consent: Self-Regulation vs. Legislation  
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 Current System:  Annual aggregate reporting; individual HCPs are not named. 

   

 Earlier this year, ABPI, the British pharmaceutical industry group reported that in 2013 its 
member companies spent approximately £38.5m on support in 2013. 

 

 After EFPIA adopted the Disclosure Code, the ABPI transposed those disclosure 
provisions into its own Code.  

 

 However, in July 2014 the ABPI announced it would be amending its Code, including 
aspects of its disclosure provisions. The amended Code is expected to be adopted later 
this year. Although largely similar to EFPIA's disclosure provisions, there are some key 
differences: 

◦ Additional categories of reporting; 

◦ HCOs reported on per activity basis;  

◦ More information required by template.  
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 Individual-level reporting that pre-dates the adoption of EFPIA's Code; 
first reports in 2013 to cover 2012 data 

 

 Inspired by US Sunshine Act 

 

 Disclose service agreements; sponsorship agreements; and support for 
patient organisations 

 

 Unlike EFPIA, 500 euro threshold for reporting 

 

 Central register, www.transparentiergesiter.nl, searchable by HCP but 
not by pharmaceutical company 
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 Beginning on October 1, 2015, the following transfers of value to HCPs 
(HCPs are defined in the Code's glossary in the following manner: "a 
healthcare professional registered to practice in Australia who in the 
course their professional activities may prescribe, dispense, 
recommend, supply or administer a prescription medicine in Australia") 
must be reported:  
◦ Fees paid to HCPs in return for speaking at an educational meeting or event. 

◦ Sponsorship of a HCP to attend an educational event. Specific reportable items in 
regard to sponsorships are any airfare, accommodation or registration fees directly in 
association with the meeting, whether held inside or outside of Australia. 

 
 



 Reporting format: Companies must report the aforementioned 
transfers of value pursuant to a template provided in the Code's 
Guidelines. In the template,companies will be required to report all 
individual transfers of value for each HCP, indicating the following 
information: 

◦ Date of the event or provision of service; 

◦ HCP's name; 

◦ Type of HCP (e.g., medical practitioner, pharmacist, nurse practitioner); 

◦ HCP's principal practice address;  

◦ Description of the service (e.g., speaker; Advisory Board; etc.); 

◦ Description of the event (e.g., company sponsored meeting in Australia; 
independent meeting held in Australia; independent meeting held 
overseas; etc.); 

◦ Whether the payment was made to the HCP or a third party; 

◦ The amount of the payment or transfer of value, subdivided into (where 
relevant) registration fees, travel and accommodation, and fees for service.  

 



◦ Fees paid to HCP consultants in Australia, or to their employers on their behalf, for specific 
services rendered by them. Such services include, but are not limited to: all consultancy 
services provided in relation to educational meetings; preparation of promotional materials 
or product position papers; assistance with training; or any other advice to the company. 
Reportable items include all payments in respect to consulting fees, accommodation and 
airfares (both within and outside Australia) associated with the provision of consulting 
services.  

 Such services do not include payments to consultants in relation to research and 
development work, including the conduct of clinical trials. (Research and development is 
defined in the Code's glossary as follows: "any early-stage research, such as target 
discovery, drug discovery, mechanism of action or proof of concept studies; pre-clinical 
research, such as toxicological studies; and human clinical trials".) 

◦ Fees paid to HCPs in their role as Advisory Board members. Specific reportable items include 
all payments with respect to Advisory Board sitting fees, accommodation and airfares (both 
within and outside Australia) associated with the activities of the Advisory Board.  

◦ Fees paid to HCPs for the purpose of market research. Such fees must be reported when the 
company knows the identity of the HCP. Reporting is not required where the company 
contracting the marketing research is not involved in the selection of the participating HCPs 
and is not aware of the identities of the participating HCPs.  

◦ Payment of an educational grant or sponsorship to a specific HCP. 

 

 



 

 Where is the report published: Each company must place its transparency report on its 
own website. Medicines Australia will provide hyperlinks to each company's report from 
its website.  

 Timing: The initial reports – which cover the period from October 1, 2015-April 30, 
2016 -- must be published on company websites by August 31, 2016, and every 6 
months thereafter. The reporting cycle is a six-month cycle (except for the initial report, 
which covers seven months).  

 Consent: HCPs must consent to disclosure of payment information. If they do not, 
companies must report such transfers in the aggregate.  

 

 Declaration: The most senior executive officer of the member company must provide to 
Medicines Australia a signed and dated declaration that the company has published the 
required report with the required information on its company website. The declaration 
must be provided to Medicines Australia within 7 calendar days following publication of 
each report. (In the Glossary to the Code, "senior executive officer" is defined as follows: 
"'senior executive officer' means the most senior executive officer of the member 
whether described as Managing Director, Chief Executive Officer, General Manager, 
Regional Director or otherwise …. For a non-member company this means the most 
senior executive responsible for the company's prescription medicines business."). 
 

 



◦ Transfers of value only have to be reported that are related to 
prescription medicines. Companies that have separate divisions 
that do not supply prescription medicines for human use (e.g., 
animal health divisions) are only required to report transfers of 
value in relation to the human use prescription medicines. 

◦ Companies do not have to report transfers of value made to their 
employees who are HCPs. 

◦ Hospitality (food and beverages) does not have be reported. The 
cost of any meal (including drinks) provided by a company must 
be below the defined limit included in the Code ($120 for food 
and beverages, exclusive of GST). 

◦ Venue costs are not reportable (e.g., room and/or AV equipment 
hire). 

◦ Airport ground transfers, taxis, parking fees. 

◦ Research and development. 
 



 The Australia Code has created a different reporting system for sponsorship 
of third party educational meetings and symposia (e.g., financial sponsorship 
of a third party educational event; monetary contribution to support the 
conduct of grand rounds, clinic meetings or journal club meetings; purchase 
space for providing a trade display at an educational event). Beginning on 
October 1, 2015, the following requirements apply to company reporting of 
such events organized by third parties:  
◦ Companies must complete the table set forth in the Code's appendix for each six month period of 

November 1 through April 30 and May 1 through October 31. 

◦ Companies must provide the completed table to Medicines Australia within four months from the 
end of each six-month period. 

◦ The initial report will cover seven months – October 1, 2015 through April 30, 2016 –but 
subsequent reports will follow the six-month reporting cycle. 

◦ Medicines Australia will make publicly available on its website the completed reports provided by 
each member company within 2 months from when the reports are submitted to Medicines 
Australia. 

 



Japan Transparency Requirements 
The Japan Pharmaceutical Manufacturers Association (JPMA) 

 
“JPMA Guidelines on Transparency on Corporate Activities with Medical 

Institutions and Healthcare Professionals” 
 

Japanese Federation of Medical Devices Association (JFMDA) 
 

“Transparency Guidelines for the Medical Device Industry, and its Relationships 
with Medical Institutions and Other Organisations” 

Requires: 
1. JPMA member companies to establish transparency policy based on JPMA 

guidelines  
2. JPMA member companies to publicly disclose payments to Medical 

Institutions and HCPs 
• Data will be uploaded on company’s own website 



Payments to be disclosed: 
 
• R&D-related costs 
• Grants/Donations  
• Honoraria (Speaking, Writing, & Consulting)  
• Information Exchange Costs (i.e. speaker programs) 
• Meals and Hospitalities Provided to HCPs 

Japan Transparency Requirements 
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The US was super fun, now's the time for the world to get the sun 
Watch the global trend, goin' everywhere 

Just another report -transparency we must support 
Watch the global trend, goin' everywhere 

 
A worker in an EFPIA room, concerned about France and impending doom 

For a TOV you must disclose, it goes on and on and on and on 
 

Companies reporting , up and down the continent 
Their compliance working through the night 

Compliance people convertin' foreign languages 
Trackin' spend and country lines  

 

Workin' hard to get the OK, HCPs can consent or no way 

Praying the reports go all right - Just one more form 
Some will sign, Some will not, Some will sign then revoke 

Oh, the reports never end, It goes on and on and on and on 

 

Templates waiting, For recipient spend, their KOLs consenting  
Across the globe, Compliance people  

Research and development spend, separate in the aggregate 

 

Do start believin‘, hold on to that feelin' 
Compliance people, do start believin' 

Hold on, compliance people 
Do start believin' 

Hold on to that feelin‘- Compliance people  
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