EDINA Guidance on Ethical Research

relating particularly to
Persons Affected by Lazarus Pathogen (PALPs)
To be read in conjunction with:
1. The Research and Ethics Guidebook: a resource for scientists
www.ethicsguidebook.ac.uk/The-adults-with-Incapacity
2. Adults with Incapacity (Scotland) Act 2000 (Part 5)
www.legislation.gov.uk/2000/4/contents
3. AWI (Scotland) Act 2000: Code of Practice (3 rd Ed):
For Practitioners Authorised to Carry Out Medical Treatment or Research
Under Part 5 of the Act
www.scotland.gov.uk/Publications/2010/10/20153801/9
4. Mental Capacity Act 2005 (England & Wales)
www.legislation.gov.uk/ukpga/2005/9/content
5. Mental Capacity Act 2005 Code of Practice (England & Wales) Ch 9 Sections 3135
www.justice.gov.uk/protectingthevulnerable/mental-capacity-act
6. National Research Ethics Service (NRES)
www.nres.nhs.uk
The Scottish and English Acts take a similar position on research with adults who lack the
capacity to consent to the procedures they are subjected to. In both jurisdictions, the
NRES ethics committee must vet all research proposals to ensure incapacitated adults are
not abused or exploited.
They check that the research






will bring new and necessary knowledge
cannot be carried out with adults able to consent
is aimed at benefitting the incapacitated adult directly or people like them
is not being done on incapacitated adults because their inability to consent is
convenient
is not unduly risky or uncomfortable
o or, if it is, that the risk and/or discomfort is warranted
o and the adult’s opinion regarding his discomfort is respected

They check, also, that



the incapacitated adult is not objecting to their involvement in the research
the views of those closest to the incapacitated adult are taken into account

Case law has limited the absolute nature of the Acts by applying conditions in certain
situations, which are deemed to serve the incapacitated adult’s best interests beyond
medical best interests.
Example 1: it allows incapacitated adults to be used in research, even uncomfortable
research, which does not benefit them medically but does benefit a member of their circle.
This is said to benefit them in that the members of their circle will be better disposed to
them as a result.
Example 2: investigations that would normally be considered research can be carried out
where the results are needed urgently for the immediate management of the service
charged with their care and there is no time to go through the usual approval process (i.e.
urgent service reasons)
We believe this last example is relevant to us.

Current Situation
Our patients are affected by Lazarus Pathogen (PALPs).
The justification of the PALP cull is The Principle of Self Defence, on the grounds that:



harm from them is both highly probable and severe
those harms are Flesh Eating and Infection-spreading

We submit that the basis for this justification needs to be more fully investigated.
However, there are issues relating to the Obtaining of Capacitous Consent and whether to
proceed without it.
Assumption of Capacity
Normally, it is assumed that all patients have capacity unless it is clearly evident that they
do not.
Evidence is obtained in the course of an interview – in this case interview is not possible.
Their brain function appears to be impaired by the pathogen’s disease process.
Possible Prejudice
Our understanding of the PALPs’ behaviour is highly coloured by the intensity of the
current outbreak and by our understanding of fictional Zombie brain damage and undead
status.
Inferred doubt
While we have, as yet, no direct evidence of the nature and degree of the PALPs’ brain
damage, the difficulty in establishing rapport and the physical signs provide some basic
information. We can develop a theory or theories based on our
observations to date.

As a group, we believe:




our patients have never been dead
they do have a condition that impairs them to the extent that they function quite
differently from their former human selves
we are concerned that this change is irrevocable

These observations suggest that PALPs, following the acute phase of illness, are usually
incapacitated.
Accordingly, it is unlikely that the process of obtaining consent to examine the PALPs and
investigate their condition in the usual way will be possible in the first instance.
Assumption of Incapacity
It follows that, for us to gain necessary information, we must proceed without consent until
such time when it will be possible to explain the nature and risks involved in our
examinations and investigations to the PALPs and request their consent. At that time,
should consent be refused, the wishes of the PALP concerned will be respected.
Compliance with the Law
The Assumption of Incapacity invokes the Adults With Incapacity (Scotland) Act 2000
Examination and investigation are both clearly in the best interest of the PALPs
Research into the Biting is less clearly so, although without it the PALPs are condemned to
cull.
All NRES Ethics Committees are suspended, so we cannot make a submission to one
We are currently under Martial Law – so the AWI 2000 is technically suspended
We have made our submission to EDINA a nd it has been accepted on the condition that
we proceed in accordance with what we believe the NRES Ethics Committee would
require.
We have done all in our power to comply with this condition.
We accept routine and random checks on our compliance .
We are prepared to make a submission to a NRES Ethics Committee at the first
opportunity and will accept any modifications they suggest whenever we receive them.

