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CGAT—Canadian Genetic 
Analysis and TechnologyAnalysis and Technology 
Program (1992‐1995)

•Partnership between 
Industry Canada and major 
research funders  (NCI, 
MRC, NSERC, SSHRC)

• Significant funding g g
allocated to examine ELSI 
issues associated with 
expanding knowledge of 
genetics
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Genetic Information 
Nondiscrimination Act ofNondiscrimination Act of 
2008
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Policy Option 1: Human Rights 
Legislation
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European Convention Human Rights and 
Bi di iBiomedicine

• Prohibition to Discriminate on Basis of Genetic 
Heritage (art. 11)

• Genetic Testing only for “health purposes” or 
f h f h l h d bscientific research for health purposes, and subject 

to genetic counselling (art. 12)
• Signed by 34 ratified by 26 member states Council of• Signed by 34, ratified by 26 member states Council of 
Europe (including Czech Republic, Croatia, Finland, 
Hungary, Norway, Portugal, Spain, Switzerland, 
Turkey)



Human Rights Based LegislationHuman Rights Based Legislation

• Genetic‐Specific Provisions in H.R. type legislation:Genetic Specific Provisions in H.R. type legislation: 
e.g. Germany, Ireland, Switzerland, South Korea, 
France (including in Code Civil), Estonia (Human 
Genome Research Act)

• Provisions in specific legislation insurance: Austria, 
Belgium, Denmark, Lithuania, Luxembourg, Norway, 
France



United StatesUnited States

• GINA

• States: Genetic‐specific discrimination statutes:
– Health Insurance: 45 States

Employment 35 States– Employment: 35 States
– Life insurance: 14 States
– Disability Insurance: 15 States

L T C I 9 St t– Long‐Term Care Insurance: 9 States

– Note: variable provisions
E 8 S i i l j ifi i f f i i f i• E.g. 8 States require actuarial justification for use of genetic information 
in insurance



Human Rights Law CanadaHuman Rights Law Canada

• Canadian Charter

• Canadian Human Rights Act

• Provincial Human Rights Acts



Discrimination ProvisionsDiscrimination Provisions

• General: Prohibition to discriminate on theGeneral: Prohibition to discriminate on the 
basis of “enumerated and analogous 
grounds”: age sex health disability sexualgrounds : age, sex, health, disability, sexual 
orientation, marital & family status, …

• Exceptions for distinctions that are• Exceptions for distinctions that are 
“reasonable and bona fide.”



G i d Di i i i S d dGenetics and Discrimination Standard

• Genetics: Disability

• Other prohibited grounds?
– Race and Ethnicity

– Ancestry (Ontario Human Rights Code)

– Age, Sex, Sexual Orientation



Human Rights Options Canada (1):Human Rights Options Canada (1): 
Add prohibited ground:  ‘Genetic information’, ‘genetic 

trait’, ‘genetic heritage’, ‘genetic characteristic’ or , g g , g
‘future health risk’ 



Genetics and Bona Fide Justifications 
( )(BFJ)

1 Rational connection between the1. Rational connection between the 
requirement and a legitimate purpose
– EmploymentEmployment

• Occupational health and safety
• Public safety
• Workplace qualifications? 

– Insurance: underwriting and risk assessment



Genetics & BFJGenetics & BFJ

2. Duty to Accommodate unless undue hardship2. Duty to Accommodate unless undue hardship

Undue Hardship: 
– Excessive costsExcessive costs

– Impact on others

– Possible alternatives?

– Have others fulfilled their obligation? 

– Is individual assessment possible? 

– Scientific & evidentiary basis of a test: important but not 
sufficient



Human Rights Options Canada (2)Human Rights Options Canada (2)

• Regulations Specifying BFJ or Undue 
Hardship

• Development of Interpretative Guidelines by 
HRCs

• Prior Review of BFJ by HRCs (model: NB, NS, 
NF&L))



Policy Option 2: Privacy 
Legislation
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Int’l Examples Privacy StatutesInt l Examples Privacy Statutes

• Australia – amendment Privacy Act 2006
– health information includes: genetic information …
– sensitive information includes: genetic information about an individual 

that is not otherwise health information
• Estonia: ‘sensitive personal data’ includes ‘genetic info’ inEstonia:  sensitive personal data  includes  genetic info  in 

Personal Data Protection Act
• US: 27 States have Statutory Provisions on Privacy of Genetic 

DataData

Stringent Prohibition in Privacy Statutes:
Poland & Port gal P l D t P t ti A t• Poland & Portugal: Personal Data Protection Acts: 
‘Processing’ of personal data revealing genetic information 
prohibited



Relevant Principles of Privacy StatutesRelevant Principles of Privacy Statutes

• Consent Principle: refusal of consent forConsent Principle: refusal of consent for 
storage of information cannot be a ground to 
refuse a servicerefuse a service

• Reasonable purpose & proportionality: 
collection storage and use only as much ascollection, storage and use only as much as 
necessary for reasonable purpose; use only in 
line with purpose of original collectionline with purpose of original collection

• Quality of data



Privacy Options CanadaPrivacy Options Canada

• Interpretative Guidelines by PrivacyInterpretative Guidelines by Privacy 
Commissions on ‘reasonable purpose’, 
‘proportionality’ ‘storage’ re genetic infoproportionality ,  storage  re genetic info

• Statutory provisions on genetic information 
and on ‘shared’ privacy interests individuals &and on  shared  privacy interests individuals & 
genetic relatives



Policy Option 3: Comprehensive 
Regulatory Review System
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Regulatory Framework including 
Review and Approval System

• Quality, effectiveness, and informational risk 
assessment
– WHO can perform test? 

– WHO can have access to test results?WHO can have access to test results?

– WHAT form of testing?

– WHY: For What Purpose?WHY: For What Purpose?



Example: Germany Draft Human 
G ti E i ti A tGenetic Examination Act 

• Prohibition Genetic Discrimination• Prohibition Genetic Discrimination
• Regulation of Use of Genetic Testing: medical 
and research purposep p

• Genetic Diagnostic Commission: Regulatory 
Review

f f l• Specific Provisions for Employment and 
Insurance Testing
– Including Ceiling Approach to Insurance use ofIncluding Ceiling Approach to Insurance use of 
Genetic Test Results



4: Sector‐Specific Policy Options4: Sector Specific Policy Options
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Policy Options InsurancePolicy Options Insurance

• Ceiling approach
– Basic insurance, no access to genetic test results 
and/or no genetic testing used

– Use of genetic information (and genetic testing) 
above the ceiling allowed



Changes to Insurance LawChanges to Insurance Law

• Level of information sharingLevel of information sharing
– E.g.: disclosure obligation in some countries 
limited to reasonable responses to questionnairelimited to reasonable responses to questionnaire 
of insurer

• Sanctions for non‐disclosureSanctions for non disclosure
– Differentiation between willful concealment of 
information and non‐disclosureinformation and non disclosure

– France: sanction for non‐disclosure in proportion 
to the risk that was concealed
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Policy Option 5: Self‐regulation by y p g y
industry

• Existing ‘moratorium’ on testing itself

• Ombuds‐ and complaints system withOmbuds and complaints system with 
mediation

• Possibility of development of standards for• Possibility of development of standards for 
genetic testing

e.g. UK ‘concordat’: moratorium & ceiling 
approach



Practical Considerations Related to Type of 
P li I iPolicy Intervention

• Extent of protection & omprehensiveness
• Post‐factum or pre‐emptive protection• Post‐factum or pre‐emptive protection
• Cost & Practical Impediments to regulatory & 
legislative changeslegislative changes

• Federal‐Provincial Jurisdiction & Overlapping 
JurisdictionsJurisdictions

• International Context



Practical & Policy Considerations Related to 
h lfthe Issue Itself

• Difficulty of defining ‘genetic information’Difficulty of defining  genetic information  

• Possible challenges by others not as much 
protected as those at genetic riskprotected as those at genetic risk

• ‘Meaning’ of regulating genetic testing: what 
‘ ’ d i d?‘message’ does it send?

• Public Confidence


