ABCD response to proposed adoption of EU Directive 2016/1106/EC from 1 January 2018
Overall ABCD welcomes the proposed changes that have arisen from both professional and patient concerns over the interpretation and licensing action in respect of recurrent severe hypoglycaemia, particularly that pertaining to hypoglycaemia whilst asleep.  However that support is is qualified as the feedback received from members contained some well-argued objections that are set out below.

General comments
Timescale for implementation
We appreciate this is not determined by DVLA, but there is a widespread sentiment that some of the changes are overdue and that the unfairness of the present regulations will continue in the meantime.
Definition of adequate warning of hypoglycaemia
Hypoglycaemia awareness has to be deemed 'adequate'; it must be sufficient to anticipate impending severe hypoglycaemia and take appropriate action.  Without a more precise definition of 'inadequate awareness' there will inevitably be room for subjective interpretation and inconsistencies in the application of this test.

Definition of 'competent medical opinion' and 'medical assessment'
ABCD regards this as important, especially as the majority of people with diabetes, including those taking insulin, are managed exclusively in primary care.  In many cases their routine care is delegated to practice nurses.  ABCD believes that all patients with type 1 diabetes should be offered an annual review with the consultant-led specialist diabetes team, and be able to access support from the specialist team promptly in the event of problems arising.  It will be important to ensure that the driver with impaired awareness of hypoglycaemia is able to be assessed promptly (see below) by someone who is competent at assessing hypoglycaemia awareness and who is able to access the range of interventions that might be expected to address it.  It is unlikely that these competencies will be found outside a consultant-led specialist diabetes service, whether this is provided in an acute hospital or in the community setting.
The use of continuous glucose monitoring
While ABCD recognises this is not addressed in the present consultation, several respondents recommended DVLA should evaluate the currently-available technologies and decide whether driving might be possible for some patients who wear them.

Hypoglycaemia While Asleep
Currently, no distinction is made between hypoglycaemia suffered while awake or while asleep. Hypoglycaemia should not be classified as severe when it occurs during sleep because it is more difficult to recognise the warning symptoms and to treat the event appropriately.  Applicants or drivers cannot demonstrate an understanding of the risk and adequate control of the condition while asleep, so it is considered unfair to continue with the current rules.
This proposal was supported and welcomed by the majority of respondents.  The unfavourable comparison with nocturnal epileptic seizures was often mentioned.  However ABCD regards nocturnal severe hypoglycaemia as important.

Some respondents made the point that virtually everyone with severe nocturnal hypoglycaemia will also have a degree of impaired awareness of day time hypoglycaemia, and it may even predict future day time severe hypoglycaemia.  Night time severe hypoglycaemia does adversely affect performance the following day and may adversely affect driving ability.  Patients who have suffered severe hypoglycaemia at night should be advised not to drive the next day for that reason, and should be advised to seek advice and support from a specialist in the event of recurrence.  The current regulations have discouraged patients from doing this, so the proposed change would remove this barrier.

Three Month Period
The current rules do not permit driving for those who suffer recurrent, severe hypoglycaemias within a rolling 12 month period. This can result in a wait of close to 12 months for the first episode to drop out of the 12 month period. This time span is no longer medically justified and a 3 month period after the most recent of the two episodes experienced within 12 months would be a more appropriate duration.
ABCD supports changing from the current method of calculating the period for which patients are not permitted to drive for the reasons set out by DVLA.  There was qualified support for the adoption of the proposed three month period.

The critical point, not addressed in the current proposal, is what should happen in the time after the second severe hypoglycaemia episode.  It seems that a recommendation from a 'competent medical opinion' (see general point above) will be required, but there may be a delay in being seen and assessed.  There is evidence for benefit of interventions, including structured education, insulin pumps and continuous glucose monitoring, when measured after three months.  This means that there should be a requirement for confirming a therapeutic or behavioural intervention designed to reduce the risk of severe hypoglycaemia has been in place for three months before the recommendation can be made.  Patients should not assume that the recommendation is purely dependent on time since last severe hypoglycaemia episode.
Exceptional Cases
We intend to apply the definition of “exceptional cases” advised by the Secretary of State’s Honorary Medical Advisory Panel on Driving and Diabetes Mellitus.  The Panel has given its view that “exceptional cases” might be those where:-
“An identifiable event has been rectified, and normal awareness of hypoglycaemia is present.  Examples may include severe hypoglycaemia and altered awareness during pregnancy where the risks have resolved post-partum or inpatient hypoglycaemia where an inappropriate dose of insulin has been administered.  By definition most cases are not exceptional.”
We agree with the panel that “most cases are not exceptional” and would expect that such cases will be in the minority.

The requirement for all drivers who suffer two severe hypoglycaemias within a 12 month period to notify DVLA will not change, so it is not proposed that any particular group (e.g. pregnant women) would automatically be treated as exceptional. Each case would be treated on its own merits and if expert medical opinion indicated an exceptional case, driving entitlement could be reinstated before the expiry of the 3 month period.
ABCD supports this proposal.  Respondents indicated exceptional cases may account for a significant proportion of the total, and the change will address the perceived unfairness of the current regulation.
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