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4 Index of laws regulations and related frameworks 

This index identifies principal instruments for organisational governance, funding, medicines communications, 
information and research. It is not an exhaustive legal catalogue. Columns indicate main relevance, not exclusive 
responsibility. Medicines rules may affect patient organisations; privacy, anticorruption and contract requirements may 
affect both partners. Legal form, charitable status, tax relief, fundraising permission and donation receipts are separate 
matters. 

4.1 EU framework 

The EU has no single charity law governing patient organisations across Member States. National governance and tax 
rules remain important. The following instruments provide a shared layer for relevant activities. 

Instrument Relevance 

Directive 2001/83/EC (2001) Human medicines, advertising and pharmacovigilance; read with national 
implementation. 

Regulation (EC) No. 726/2004 
(2004) Centralised authorisation and EMA responsibilities. 

Regulation (EU) 2016/679 
(2016) 

GDPR, including health information, responsibilities and transfers. 

Regulation (EU) No. 536/2014 
(2014) Clinical trials; patient engagement is not automatically a trial. 

Regulation (EU) 2021/2282 
(2021) 

EU HTA processes and relevant participation arrangements. 

 
Separate frameworks include the EFPIA Code, EMA eligibility and interests policies and Commission HTA participation 
procedures. Establish applicability independently of legislation. 

4.2 Europe 

United Kingdom 

Area Instruments and checks 

Governance 
Charities Act 2011, as amended, England and Wales; Charities and Trustee 
Investment (Scotland) Act 2005; Charities Act (Northern Ireland) 2008; legal-
form-specific company, trust and association law. 

Pharmaceutical Human Medicines Regulations 2012; applicable clinical-trial legislation. 

Both partners UK GDPR; Data Protection Act 2018, as amended; Bribery Act 2010. 

Separate frameworks ABPI Code, PMCPA guidance, MHRA and relevant HTA procedures. 

 
Check territorial extent, amendments and commencement for the specific activity (Charities Act 2011, 2011; Human 
Medicines Regulations 2012, 2012). 



 

France 

Area Instruments and checks 

Governance 
Law of 1 July 1901 on associations and implementing decree; Alsace-Moselle 
local association law where applicable; relevant tax provisions. 

Pharmaceutical Public Health Code, including Articles L.5122-1 onward on advertising. 

Funding and 
representation 

Public Health Code Article L.1114-1 on accreditation; L.1453-1 on transparency; 
L.1453-3 onward on benefits controls according to scope. 

Both partners GDPR; Law No. 78-17, as amended; relevant anticorruption provisions. 

Separate frameworks Leem provisions and Q&A; ANSM and HAS procedures. 

 
Transparency, benefits controls and accreditation are distinct assessments (Code de la santé publique, n.d.). 

Germany 

Area Instruments and checks 

Governance and tax BGB; applicable foundation laws; Abgabenordnung, particularly public-benefit 
provisions. 

Pharmaceutical Arzneimittelgesetz; Heilmittelwerbegesetz. 

Self-help and 
participation Social Code Book V, §§ 20h and 140f; Patient Participation Ordinance. 

Both partners 
GDPR; Bundesdatenschutzgesetz; applicable criminal and anticorruption 
provisions. 

Separate frameworks FSA Code; current GKV funding guidance; G-BA procedures. 

 
Public-benefit tax status and self-help funding eligibility require separate checks (Abgabenordnung, 1976; 
Heilmittelwerbegesetz, 1965). 

Netherlands 

Area Instruments and checks 

Governance 
Civil Code Book 2; governance provisions introduced through the Wet bestuur 
en toezicht rechtspersonen. 

Tax Applicable tax laws and ANBI requirements; ANBI is not a legal form. 

Pharmaceutical Geneesmiddelenwet and implementing advertising and inducement rules. 

Both partners GDPR and its Dutch implementing Act. 



 

Area Instruments and checks 

Separate frameworks Current CGR Code, transparency register rules, CBG-MEB and Zorginstituut 
procedures. 

 
Association, foundation and ANBI status are different categories (Netherlands Enterprise Agency, n.d.). 

Sweden 

Area Instruments and checks 

Governance and tax Applicable association principles and statutes; Foundations Act (1994:1220); 
Income Tax Act (1999:1229). 

Pharmaceutical Medicines Act (2015:315); Medicines Ordinance (2015:458); agency regulations; 
Marketing Act (2008:486). 

Both partners GDPR; supplementary Act (2018:218). 

Separate frameworks Lif rules effective February 2026; funding conditions; TLV and medicines-
authority procedures. 

 
Check actual form and funding conditions rather than assume a UK-style charity model (Läkemedelslag, 2015). 

Switzerland 

Area Instruments and checks 

Governance and tax 
Civil Code, arts. 60–79 on associations and 80 onward on foundations; federal 
and cantonal tax rules. 

Pharmaceutical Therapeutic Products Act, SR 812.21; Advertising Ordinance, SR 812.212.5; 
relevant integrity/transparency instruments. 

Both partners 
Federal Act on Data Protection and ordinance; relevant research and 
anticorruption law. 

Separate frameworks Pharma Cooperation Code, Pharma Code, Swissmedic and access procedures. 

 
Assess Swiss law independently of EU implementation (Federal Office of Public Health, n.d.). 

 



 

Poland 

Area Instruments and checks 

Governance 
Law on Associations (1989); Foundations Act (1984); Public Benefit Activity and 
Volunteer Work Act (2003). 

Pharmaceutical Pharmaceutical Law (2001), implementing advertising rules; Reimbursement Act 
(2011). 

Both partners GDPR; Personal Data Protection Act (2018). 

Separate frameworks INFARMA September 2026 Code; Ombudsman listing; AOTMiT procedures. 

 
Check amendments after the 2026 consolidated pharmaceutical text (Pharmaceutical Law, 2001). 

Italy 

Area Instruments and checks 

Governance Civil Code; Legislative Decree 117/2017, Third Sector Code, where applicable; 
RUNTS rules. 

Pharmaceutical Legislative Decree 219/2006. 

Both partners GDPR; Legislative Decree 196/2003, as amended; Legislative Decree 231/2001 
where applicable. 

Transparency check Law 62/2022, including implementing and commencement arrangements. 

Separate frameworks Farmindustria September 2026 Code; AIFA procedures. 

Spain 

Area Instruments and checks 

Governance and tax 
Organic Law 1/2002; Foundations Law 50/2002; Law 49/2002 on nonprofit 
taxation and patronage; applicable regional laws. 

Pharmaceutical Royal Legislative Decree 1/2015; Royal Decree 1416/1994 on advertising, as 
amended. 

HTA Royal Decree 415/2026 and transitional arrangements. 

Both partners GDPR; Organic Law 3/2018. 

Separate frameworks Farmaindustria Code; national and regional participation. 

 
Check regional governance and staged HTA implementation (Ley 50/2002, 2002; Real Decreto Legislativo 1/2015, 2015). 



 

Belgium 

Area Instruments and checks 

Governance Companies and Associations Code (2019). 

Pharmaceutical Medicines Law of 25 March 1964; Royal Decree of 7 April 1995 on information 
and advertising; implementing rules. 

Transparency Law of 18 December 2016, relevant Sunshine provisions; Royal Decree of 14 
June 2017. 

Both partners GDPR; Law of 30 July 2018. 

Separate frameworks pharma.be Code; beTransparent procedures; INAMI/RIZIV participation. 

 
Governance and statutory disclosure are separate responsibilities (Belgian Federal Public Service Justice.). 

Türkiye 

Area Instruments and checks 

Governance and 
funding 

Civil Code 4721; Associations Law 5253; Foundations Law 5737; Collection of Aid 
Law 2860 where applicable. 

Pharmaceutical Law 1262; 2015 Regulation on Promotional Activities for Human Medicinal 
Products, as amended. 

Both partners 
Personal Data Protection Law 6698, including amended sensitive-data and 
transfer provisions. 

Separate frameworks Applicable AIFD Code; TİTCK and reimbursement procedures. 

 
Check amended privacy provisions (KVKK, n.d.-a). 

 



 

4.3 Americas 

United States 

Area Instruments and checks 

Governance and tax State nonprofit corporation, charitable trust and solicitation laws; Internal 
Revenue Code, including § 501(c)(3) where applicable. 

Pharmaceutical 
Federal Food, Drug, and Cosmetic Act; relevant Title 21 CFR advertising, research 
and safety rules. 

Assistance and funding Federal Anti-Kickback Statute, 42 U.S.C. § 1320a-7b(b); False Claims Act and 
beneficiary-inducement provisions where applicable. 

Privacy and 
transparency 

HIPAA and implementing rules where applicable; state privacy laws; Open 
Payments, 42 U.S.C. § 1320a-7h and 42 CFR Part 403, where applicable. 

Separate frameworks PhRMA principles; OIG assistance guidance; FDA procedures. 

 
Federal exemption does not replace state registration; HIPAA and Open Payments have defined scopes (IRS, n.d.-a; HHS, 
n.d.; CMS, n.d.). 

Canada 

Area Instruments and checks 

Governance and tax Income Tax Act; Canada Not-for-profit Corporations Act where federally 
incorporated; provincial charity, incorporation and trust laws. 

Pharmaceutical Food and Drugs Act; Food and Drug Regulations. 

Both partners 
PIPEDA where applicable; provincial privacy and health-information laws; 
relevant lobbying and election laws. 

Separate frameworks IMC Code; Health Canada guidance; national and provincial assessment, 
including Québec-specific arrangements. 

 
Check federal and provincial responsibilities and uncommenced amendments (Food and Drugs Act, 1985; Food and Drug 
Regulations, 1978). 

 



 

Brazil 

Area Instruments and checks 

Governance Civil Code, Law 10.406/2002; Law 13.019/2014 for covered public partnerships. 

Pharmaceutical Law 6.360/1976; Law 9.294/1996; applicable ANVISA rules. 

Both partners LGPD, Law 13.709/2018; Anticorruption Law 12.846/2013 where applicable. 

Separate frameworks INTERFARMA Code; Conitec participation and interests procedures. 

 
Governance and health-data requirements need separate assessment (Código Civil, 2002; ANPD, 2026). 

Mexico 

Area Instruments and checks 

Governance and tax 
Applicable civil codes and state private-assistance law; Federal Civil Society 
Activities Promotion Law; income-tax provisions. 

Pharmaceutical General Health Law; Health Supplies Regulation; health advertising regulation. 

Both partners Private-sector Personal Data Protection Law (2025); applicable anticorruption 
law. 

Separate frameworks CIETEMIS; COFEPRIS and institutional access procedures. 

 
Incorporation, civil-society registration and tax treatment are distinct (Ley Federal de Fomento a las Actividades 
Realizadas por Organizaciones de la Sociedad Civil, 2004). 

Argentina 

Area Instruments and checks 

Governance 
Civil and Commercial Code, Law 26.994; provincial or Buenos Aires registration 
rules. 

Pharmaceutical Medicines Law 16.463; Decree 150/1992; operative ANMAT provisions. 

Both partners Personal Data Protection Law 25.326 and Decree 1558/2001; organisational-
liability Law 27.401 where applicable. 

Separate frameworks Applicable CAEMe Code; ANMAT and current assessment-body procedures. 

 
The Code distinguishes civil associations, simple associations and foundations (Código Civil y Comercial, 2014). 



 

4.4 Asia and Middle East 

China mainland 

Area Instruments and checks 

Domestic organisations Civil Code; Charity Law revised 2023, effective September 2024; applicable 
organisation and foundation regulations. 

Fundraising and 
overseas NGOs Public Fundraising Measures (2024); Overseas NGO Law (2016). 

Pharmaceutical Drug Administration Law revised 2019; implementing regulations; Advertising 
Law. 

Both partners PIPL; Data Security Law; cybersecurity and transfer requirements. 

Separate frameworks Applicable industry commitments and confirmed RDPAC succession; CDE/NMPA 
guidance. 

 
Registration, public fundraising and overseas activity are distinct (Drug Administration Law, 2019; Overseas NGO Law, 
2016). 

Japan 

Area Instruments and checks 

Governance Act on Promotion of Specified Non-profit Activities; General Incorporated 
Associations and Foundations Act; public-interest authorisation legislation. 

Pharmaceutical Act on Securing Quality, Efficacy and Safety of Products Including 
Pharmaceuticals and Medical Devices, Act 145/1960, as amended. 

Both partners Act on Protection of Personal Information; relevant clinical-research laws. 

Separate frameworks JPMA and company implementation guidelines; PMDA procedures. 

 

Singapore 

Area Instruments and checks 

Governance 
Charities Act 1994 and relevant registration, accounts, IPC and fundraising 
regulations; Societies or Companies Act according to form. 

Pharmaceutical Health Products Act 2007; Therapeutic Products Regulations; Advertisement of 
Specified Health Products Regulations. 

Both partners Personal Data Protection Act 2012; Prevention of Corruption Act. 

Separate frameworks SAPI Code and guidance; HSA and ACE procedures. 

 



 

Registration, reporting and fundraising have distinct subsidiary requirements (Commissioner of Charities, n.d.-b). 

India 

Area Instruments and checks 

Governance Applicable society laws, state public-trust law or Companies Act 2013, § 8. 

Funding and tax 
FCRA 2010 and Rules; tax provisions; Companies Act § 135 and CSR Rules where 
relevant. 

Pharmaceutical Drugs and Cosmetics Act 1940 and Rules; Drugs and Magic Remedies Act 1954; 
New Drugs and Clinical Trials Rules 2019. 

Privacy 
Applicable IT/privacy provisions and DPDP Act 2023 framework, subject to 
operative commencement. 

Separate government 
framework 

UCPMP 2024, as amended; not an ordinary voluntary industry code. 

South Korea 

Area Instruments and checks 

Governance Civil Act nonprofit provisions; applicable public-interest, nonprofit and donation-
collection legislation. 

Pharmaceutical Pharmaceutical Affairs Act and implementing rules. 

Both partners Personal Information Protection Act; applicable anticorruption and improper-
solicitation legislation. 

Separate frameworks 
Current KRPIA/KPBMA fair-competition arrangements; MFDS, HIRA and NHIS 
procedures. 

 

Taiwan 

Area Instruments and checks 

Governance Civil Code; Civil Associations Act; Foundations Act; applicable public-benefit 
fundraising law. 

Pharmaceutical Pharmaceutical Affairs Act and implementing and advertising rules. 

Both partners Personal Data Protection Act; applicable research and anticorruption law. 

Separate frameworks IRPMA Code; TFDA and NHIA/CDE procedures. 

 
Check commencement separately from adoption dates (Civil Associations Act, 1989, as amended; Pharmaceutical Affairs 
Act, 1970, as amended). 



 

Saudi Arabia 

Area Instruments and checks 

Governance and 
funding 

Civil Society Associations and Organisations Law and implementing regulations; 
NCNP fundraising and foreign-funding requirements; banking rules. 

Pharmaceutical Current Pharmaceutical and Herbal Establishments and Preparations Law, 
implementing regulations and SFDA advertising requirements. 

Both partners PDPL and implementing/transfer regulations; applicable anticorruption law. 

Authority frameworks SFDA promotional Code and patient guidance, not private association codes. 

 

4.5 Oceania and Africa 

Australia 

Area Instruments and checks 

Governance and tax ACNC Act 2012 and Regulations; Charities Act 2013; legal-form incorporation 
law; income-tax/DGR provisions. 

Fundraising Applicable state and territory legislation and arrangements. 

Pharmaceutical Therapeutic Goods Act 1989; Regulations 1990; applicable advertising 
instruments. 

Both partners 
Privacy Act 1988; relevant state/territory health-records and research 
requirements. 

Separate frameworks Medicines Australia Edition 20; TGA and PBAC procedures. 

 

New Zealand 

Area Instruments and checks 

Governance Charities Act 2005; Incorporated Societies Act 2022; Charitable Trusts Act 1957 
according to form. 

Pharmaceutical Medicines Act 1981; Medicines Regulations 1984. 

Both partners Privacy Act 2020; Health Information Privacy Code 2020 where applicable; 
research requirements. 

Separate frameworks 
Edition 17 plus operative replacement and supplementary guidance; Medsafe 
and Pharmac procedures. 

 



 

South Africa 

Area Instruments and checks 

Governance 
NPO Act 71/1997; Companies Act 71/2008 for NPCs; Trust Property Control Act 
57/1988 for trusts. 

Tax and donations Income Tax Act 58/1962, including §§ 30 and 18A where applicable. 

Pharmaceutical Medicines and Related Substances Act 101/1965 and General Regulations. 

Both partners 
POPIA 4/2013; National Health Act 61/2003 for relevant research; applicable 
anticorruption law. 

Separate frameworks MCA Version 19; SAHPRA and EML procedures. 

 
NPO registration, PBO approval and section 18A eligibility require separate checks (SARS, n.d.). 
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