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A.M. MacConnachie, Chair, Tayside Committee on Medical Research Ethics 
 
Q1 
This issue is no different to, say, the economic impact of evidence-based 
medicine on development of new medicines that has made the production of me-
too drugs less rewarding.  In any event, of greater importance, at least in the 
short term, is the potential impact on the use of EXISTING medicines. 
 
Q2 
I think that ANY measures should be taken if likely to be successful 
 
Q3 
It is no less important than monitoring side effects that might determine 
precautions and contraindications in the Product License/Summary of Product 
Characteristics.  It certainly cannot be ignored simply because it might prove 
unprofitable in the long term. 
 
Q4 
No different from pregnancy test, cholesterol test, etc.  Should be offered over-
the-counter or as part of clinical care.  In the latter case the need to test will, 
initially at least, be determined by the individual case i.e. relative potential benefit 
and/or toxicity of a drug.  For example, testing may be considered a routine part 
of normal care in cancer medicine in which the benefits and toxicity can impact 
hugely on clinical outcome. 
 
Q5 
They may well feel MORE vulnerable if they have NOT carried out such tests.  In 
other words, it would be difficult to defend a company if they FAILED to carry out 
a test that might have prevented a subsequent serious, even fatal, adverse 
reaction if such a test were available. 
 
Q6 
In an EU context it is hard to imagine that EU law would not insist that testing was 
standard across the community.  Likewise, the USA would almost certainly make 
the necessary arrangements (fear of litigation).  It would be up to the health 
authorities in other countries to determine what should or should not be available.  
Lack of testing should not prevent access to potentially important treatments – it 
should be considered another unknown risk alongside type 2 (idiosyncratic) 
adverse drug reactions and precautions or relative contraindications.   
 
Q7 
There should be no distinction between the private and public sectors.  If it were 
clinically desirable to determine efficacy vs safety before prescribing any drug it 
should be made available on this basis.  Private medicine may be a way of 
cutting corners and improving access to non-emergency surgery or specialist 
review BUT must never be used as the basis for determining suitability of drug 
therapy.  Would (or indeed should) GPs feel qualified to prescribe any medicine 
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for which such a test were possible but not made available by the Health 
Authroty. 
 
Q8 
It must not be allowed to.  Pharmacogenetic testing should be seen in the same 
light as e.g. allergy testing, liver/renal function tests if these are a prerequisite for 
prescribing drugs. 
   
Q9 
There should be NO distinction between storage of genetic information for the 
purpose of pharmacogenetic research and other kinds of genetic information, 
including information about susceptibility to disease.  Indeed it is especially 
relevant that this is the case since IATROGENIC DISEASE is common and a 
major cause of morbidity and mortality.  Witness the number of hospitalisations 
for drug-related adverse effects. 
 
Q10 
Preference is for ANONYMOUS data since this guarantees that individuals will 
never be identified.  There are various important issues around the 
responsibilities placed on organisations who are effectively guardians (not 
owners) of such information and we need guidance on what this means in 
practice. 
 
Q11 
Consent is required for (i) the collection of tissue, (ii) its specific use in pending 
research, (iii) its subsequent secure storage (time specified even if “unlimited”), 
(iv) its use in future research (which must be specified as far as it is possible to 
do so, even if as vague as “pharmacogenetic research” and (v) its sharing or 
sharing of the data it generates with a third (or subsequent) party.  Specifically, 
consent is also required if it is the intention to maintain data on a national or 
international database. 
 
Q12 
Yes, if the research generates information that may impact on their future health 
or that of their offspring e.g. susceptibility to iatrogenic disease.  This follows if 
data are anonymised or coded. 
 
Q13 
Genetic information should be treated in the same way as tissue.  If taken for 
clinical management of the patient it should be made known to them that it will be 
stored and may be used in their future clinical care.  If, however, stored 
information (like tissue taken in clinical care) were likely to be used in future 
genetic research then patients need to consent to this (after receiving time to 
consider a suitable information sheet) beforehand.  There should also be re-
assurances that future research will be the subject of ethical review. 
 
Q14 
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There should be no difference to other forms of genetic testing or indeed non-
genetic testing. 
 
Q15 
The key to this is good patient/public information beforehand.  People must be 
made to feel comfortable with genetic testing as part of normal care.  Efforts 
should be made to ensure their understanding of what it involves and its possible 
implications.  We have failed miserably in the past in respect of patient/public 
information.  It would be disastrous if the first time people learned of this was via 
the tabloid press. 
 
Q16 
It may well reveal that siblings and offspring are susceptible to iatrogenic disease. 
 
Q17 
No.  The decision to use any treatment rests with the primary care practitioner or 
secondary care clinical team.  Genetic testing should INFORM such decisions in 
the same way that renal and liver function tests, etc do. 
 
Q18 
Should patients be allowed to take decisions on which treatment they receive 
against a background of known precaution or contraindication.  No.  
Responsibility ultimately rests with the doctor in charge.  The fact that a patient 
insisted on treatment in the absence of an available test would be no defence in 
the event of, say, any fatal accident enquiry. 
 
Q19 
No preference BUT whether or not they have access to such information will no 
doubt be reflected in the premiums that they charge.  In other words, where 
unavailable the higher the risk, the more you pay.  Seems fair. 
 
Q20 
Only if it is clear that there are differences among different racial or ethnic groups 
that will impact on the individual’s response to a medicine and hence the decision 
to treat.  In other words, the emphasis is always on the individual rather than their 
racial or ethnic grouping.   
 


