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Presentation Notes
Good afternoon.  My name’s Chris Robbie and most of you will know me from being on the other end of the phone at the MHRA’s SABRE helpdesk.  I’ve been asked along today, to talk to you about SABRE activities and future plans.
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Firstly, I’ll be discussing the submission of the first annual summary report to the EU Commission and showing you the key figures compiled from your reports.  The whole process from start to finish for this year and last year’s dry run has raised a number of issues, and therefore, I will be highlighting some of the lessons learnt.



The second part of my presentation will focus on ongoing MHRA activities.  Some of you will already be aware that the EU Commission have been in discussion with member states with a view to preparing guidance on reporting and I have an update on its progress.  I’ve also got the latest position on the Senior Haemovigilance post, and details on redeveloping SABRE.



Finally, I’ll mention a few helpful reminders for reporting. 
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Participation rates

« Reports received from 216/308 in 2007

» 66 registrants have never reported
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During 2007 alone, the MHRA received reports from 216 registered reporters.  The numbers of reports received as SHOT only reports is confidential to SHOT, so I am unable to comment on how many reporters have made them.  However, I can state that 66 of the registered reporters have never made any reports available to the MHRA since SABRE went live.



When considering these figures it is important to note that one registered reporter may report on behalf of a number of hospital sites, so the figure of 216 might actually represent many more hospitals than it suggests.



Likewise, when considering the 66 who have never reported to the MHRA, this does not necessarily mean they have not made SHOT only reports.  Also, of the 66 that have never reported, 47 of them are private hospitals that may not have a needed to report an incident due to their size.  However, that does leave 19 NHS hospitals or Trusts, some of them quite large, who have never reported an SAE or an SAR under the terms of the Directive and UK regulations. 
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Annual summary data

« Submitted to the EU Commission 16/06/08
« Reconciled with SHOT

 Differences with SHOT Report findings
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The first submission of summary data to the EU Commission occurred on the 16th of June.  The UK was the first Competent Authority to submit their figures.  The previous year’s dry run helped identify problems with the process and allowed us time to sort most of these out before we undertook the real thing.  This enabled us to get the SABRE generated summaries to you in January, allowing you around 10 or 11 weeks to compile your data for return before the 31st of March.



Once we had received all of your confirmations and figures back, we were then in a position to liaise with a small working party from SHOT to reconcile the summary data with their raw data for the 2007 SHOT report.  The purpose of this exercise was never to ensure that the two sets of data matched exactly, but more to ensure that what had been reported had been reported appropriately and under the correct categories.  This exercise managed to highlight a handful of cases that allowed us to make contact with the reporter to discuss the reported categories, components involved and other details, and make changes to the reports as necessary.
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Reasons for differences

Reporting requirements

Low imputability

Reporting period

« Categories
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As I mentioned before, the summary data and the SHOT data were never going to match exactly.  There are a number of reasons for this.



The EU has different reporting requirements to SHOT.  The EU only requires “serious” adverse reactions to be reported.  It may be appropriate to report a reaction to SHOT only, if it doesn’t meet the requirements of “serious” as defined by the EU Directive.  



The EU also requires Serious adverse reactions to be reported if they “might” be attributable to the quality and safety of blood.  If after the investigation it turns out not to have been attributable to the quality and safety of the blood, EU requirements are that you assign the appropriate imputability level of 0 or 1, whereas SHOT might disregard the report altogether.



The reporting period differs between SHOT and the data collected for the summary.  The MHRA have include only reports which have been Confirmed within the reporting year.  This means that for 2007, we will have included some reports which occurred in 2006.  Some reports will have been submitted in 2007 which won’t make the summary report until 2008 if they are still being investigated.  There may even be a situation where the SABRE part of the report is completed, but the SHOT questionnaire maybe outstanding which could delay it’s inclusion into the same reporting year.



Finally the reporting categories used for the SHOT data and for the EU reporting differ and do not exactly match.  Clearly this will prevent any direct comparison of numbers of reports.
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SABRE reports submitted in 2007

- MHRA 1012

- Confirmed within the reporting year

« SHOT only 427

- Received within the reporting year

« Note: These figures do not assume that reports sent to
SHOT have been included in the SHOT report
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So, for 2007, there were 1012 reports submitted to the MHRA via SABRE which were confirmed within that reporting period.  The vast majority of these were also made available to SHOT.  There were 427 SHOT only reports, received in 2007 which the MHRA were not able to view.



I have added a note here to state that I have not assumed that SHOT have included any or all of these in their 2007 report, simply that these were the numbers of reports made and were considered.
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SABRE reports submitted in 2007

e Serious Adverse Reactions 264

« Serious Adverse Events 659

« Excluded 89
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Of the 1012 reports made to the MHRA, 264 were serious adverse reactions and 659 were serious adverse events.  89 were excluded following discussions with the reporter.  The reasons for their exclusion were mostly because they 

were errors in the clinical environment, 

or they related to blood products and not blood components, 

they were reported as events but they were not related to the collection, testing, processing, storage or distribution 

or that the reported incident was not related to the quality and safety of the blood involved.
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Comparison with previous year’s
data — numbers of reports

Year SAR SAE Exclusion Total
2006 237 507 84 828
2007 264 659 89 1012
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Comparing this year’s numbers with last year’s we can see that overall there has been roughly a 25% increase in the numbers of reports made.  We’re not suggesting that there has been a 25% increase in the numbers of quality and safety issues.  The increase is most likely due to reporters getting used to the reporting requirements and using SABRE.  



The proportion of reports excluded compared to the total number of reports made is less this year, so hopefully that indicates that reporters are better able to decide what should and shouldn’t be reported.
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Comparison with previous year’s @
data — numbers of units iIssued

Number | Red Cells Platelets | Plasma |Other |Whole
of units Blood
Issued
HBB 2,381,800| 260,036 358,989 | 29,149 35
2006
BE 2,267,927 | 260,435 438,207 29 200
2006
HBB 2,315,846 | 252,329 | 332,467 | 13,420 45
2007
BE 2,264,814 | 267,113 | 345,778 468 2
2007
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For annual summary reports the numbers of units issued is the one piece of additional data expected from reporters that is mandatory.  Therefore this slide concentrates on that information only.  For those reporters that kindly provided information on the numbers of recipients and the numbers of units transfused, that has been passed on to the EU commission, but detailed analysis has not been considered for this presentation.



As far as the figures for the numbers of units issued is concerned, there is not a great deal we can read into them.



We are all aware of the problems experienced in trying to interpret what “the number of units issued” actually means, with the EU Commission requiring data which is seemingly not readily available to hospital blood banks from their information systems.  The MHRA had sought advice from lawyers, and the Commission have backed our view regarding it’s meaning.  Despite written and verbal explanation of what was required, it is clear that we had been unable to clearly explain the meaning to everyone as evidenced by the fact that the data suggests hospital blood banks have issued more units of blood and blood components than the blood establishments have bled.  This clearly is not correct, and we will strive to further explain the requirements for next year.  Having said that, the EU Commission is currently trying to work out a number of concerns, this being one of them.  What they will try to do is to come up with a solution which will satisfy the collection of data which is both meaningful  and practical, but which is still consistent with the requirements of the directive. 



Another point to make is to explain the difference between the hospital blood bank and blood establishment figures for the category of  “other” components and for whole blood.  I can only assume that as far as whole blood is concerned in 2006 the blood establishments included autologous units in their whole blood figures, but reported them as red cells in 2007.  Similarly, I can only assume that some hospital blood banks have also included their autologous blood issue figures in with their red cells.



The category of other is obviously causing some confusion.  It was intended that this category would capture the numbers of units issued for buffy coats, granulocytes and other more rare components.  It was not intended to include cryoprecipitate, which should be included in the Plasma category, and it was not intended to capture data on any blood products.  Blood products are not covered by the EU blood safety and quality legislation and therefore you should not tell us about the numbers of units issued of anti-D, clotting factors, immunoglobulins, nor even solvent/detergent treated fresh frozen plasma such as Octaplas. 
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Summaries Recelved

« 8 out of 308 registrants were late

1 was not in a readable format and re-submitted
1 was sent to the wrong email address

2 due to personal reasons

4 no adequate excuse
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The vast majority of reporters were able to submit their summaries before the deadline.  Only 8 were not received in time.  4 of these were excused for the reasons listed, but 4 were late with no adequate explanation.  These 4 hospital blood banks have been notified to our inspectors who will consider this information alongside the blood compliance reports and information from the SABRE database before deciding which Hospital Blood bank requires an inspection.  Given that it is a criminal offence not to submit this data on time, this course of action is probably the most lenient we can take in the circumstances.


®

Serious Adverse Events, affecting quality and safety of
blood component due to a deviation in

Total Product Equipment Human  Other
Number  Defect Failure Error
Whole blood collection 11 1 0 9 1
Apheresis collection 1 1 0 0 0
Testing of donations 7 1 0 2 4
Processing 20 2 0 16 2
Storage 133 0 26 98 9
Distribution 20 0 0 15 5
Materials 2 0 1 0 1
Other 465 3 4 426 32
Total 659 8 31 566 54
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This and the following few slides contain the actual numbers of SABRE reports submitted in each category.  I am aware the font is very small at times and will be difficult to see.  However, I was not intending to dwell for too long on the actual data, and the inclusion of these slides was intended more for when the presentation is published on the SHOT site.



Having said that, there are 3 main things to note from the data for numbers of serious adverse events reported.  By far and away, the most common serious adverse events fall into the “other” category.  This is not surprising really as it is well known that the categories of event in the directive are mainly focused on Blood Establishment activities.  I’m afraid that this is something we’ll have to live with until such time as the directive is re-written.



The next biggest category is “storage”.  The majority of these relate to incidents where components were actually put at risk due to failures in the quality system.  Where a storage facility failed, and the problem was identified and the components were dealt with according to documented procedures, these have not been included on the basis that patients were not put at risk since the problems was effectively managed.  In this context then, it is somewhat concerning that nearly 20% of all serious adverse events relate to inadequate storage equipment and inadequate procedures to deal with storage equipment failures.



Finally, again unsurprisingly, the majority of the root causes of these serious adverse events are due to “human error” 
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Serious Adverse Events

 Mostly “other”
« Next highest category “storage”

« Biggest root cause is human error
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Pause for a few seconds
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Adverse Reactions Relating to Red Cells

Type of Reaction Not Level O Level 1 Level 2 Level 3
Assessable

Immunological haemolysis Total: 7 0 0 0 0 7

due to ABO incompatibility Deaths:0 O 0 0 0 0

Immunological haemolysis Total: 24 1 0 1 8 14

due to other allo-antibody Deaths:1 O 0 0 1 0

Transfusion-transmitted Total: 8 1 5 2 0 0

bacterial infection Deaths:1 O 1 0 0 0

Anaphylaxis / hypersensitivity Total: 31 0 2 18 10 1
Deaths:1 O 1 0 0 0

TRALI Total: 11 2 3 2 1 3
Deaths: 1 1 0 0 0 0

Transfusion-transmitted) Total: 1 0 1 0 0 0

viral infection (HBV) Deaths:0 O 0 0 0 0

Transfusion-transmitted Total: 1 0 1 0 0 0

viral infection (HCV) Deaths:0 O 0 0 0 0

Post-transfusion purpura Total: 4 0 1 1 1 1
Deaths:0 O 0 0 0 0

Other Total: 67 5 21 25 13 3
Deaths:5 O 3 1 1 0

Total Total: 154 9 34 49 33 29
Deaths: 9 1 5 1 2 0
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The next 4 slides I don’t intend to dwell on for very long.  These are the numbers of serious adverse reactions reported broken down by reaction type, as defined by the Directive, for each component.  If a particular reaction type doesn’t appear in the table, you can assume that there were no reactions reported in that category.  For anyone that wants to look at the figures in greater detail, the presentation will be published on the SHOT site, and if anyone wants to discuss them in detail, they can call me directly on the SABRE helpdesk.  


Adverse Reactions Relating to Platelets

Type of Reaction
Immunological haemolysis
due to ABO incompatibility

Immunological haemolysis
due to other allo-antibody

Transfusion-transmitted
bacterial infection

Anaphylaxis / hypersensitivity
Transfusion related acute
lung injury
Transfusion-transmitted

viral infection (HBV)
Post-transfusion purpura

Other

Total

Total: 1
Deaths: O

Total: 1
Deaths: O

Total: 4
Deaths: 0

Total: 29
Deaths: 1

Total: 7
Deaths: 1

Total: 1
Deaths: 1

Total: O
Deaths: O

Total: 19
Deaths: 2

Total: 62
Deaths: 5
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Level O

Not

Assessable
0 0
0 0
0 1
0 0
0 2
0 0
0 0
0 0
0 4
0 1
0 0
0 0
0 0
0 0
1 3
0 1
1 1
0 2

Level 1

NN BP0 OO PP O ORkr O OO oo

Level 2

PN O~N OO OO OO0 Pk O OO oo

Level 3
1
0
0
0
0
0
4
0
2
0
0
0
0
0
0
0
4
0
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Adverse Reactions related To Plasma @

Type of Reaction Not Level Level Level Level
Assessable O 1 2 3
Transfusion-transmitted Total: 1 0 1 0 0 0
bacterial infection Deaths: O 0 0 0 0 0
Anaphylaxis / Total: 22 0 0 5 16 1
hypersensitivity Deaths: 1 0 0 0 1 0
Transfusion related Total: 7 1 5 1 0 0
acute lung injury Deaths: 3 0 3 0 0 0
Other Total: 8 2 1 3 2 0
Deaths: 1 1 0 0 0 0
Total Total: 38 3 7 9 18 1
Deaths: 5 1 3 0 1 0
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Adverse Reactions Related to Other (other component types @
and multiple components involved)

Type of Reaction Not Level Level Level Level
Assessable 0 1 2 3

Anaphylaxis / Total: 1 0 0 0 1 0
hypersensitivity Deaths: 0 0 0 0 0 0
Transfusion related Total: 5 0 2 2 0 1
acute lung injury Deaths: O 0 0 0 0 0
Transfusion-transmitted Total: 1 0 1 0 0 0
viral infection (HBV) Deaths: 0 0 0 0 0 0
Other Total: 2 1 0 1 0 0
Deaths: O 0 0 0 0 0

Total Total: 9 1 3 3 1 1
Deaths: O 0 0 0 0 0
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There were no reported reactions due to whole blood.
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| essons learnt

«Confusion between Annual Summary and BCR
*Terminology used
L IMS systems not capable

Emails
- Blocked by firewalls
- Accounts not monitored
- Accounts not active
- Tables not received/returned in a readable format
- Not returned to the correct email address
- Ignored/not actioned
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Having now carried out one dry run and one official data gathering exercise, there are a number of common recurring themes which deserve a mention to perhaps speed up next year’s process.



Firstly it was apparent that there was some confusion between the Annual Summary report and the Blood Compliance report.  Many people I spoke to informed me that they’d either sent it in already or they thought they had until the end of April to complete it.  I hope by now that most, if not all of you are fully aware that these are 2 separate reports, designed to fulfil 2 different purposes.  The annual summary is designed to inform the EU Commission of the numbers of serious adverse events and reactions, as well as the numbers of units issued and transfused and the number of patients.  The compliance report is a tool used by the inspectors to judge whether a blood bank is compliant with the regulations and whether an inspection is required.



The terminology used in the directive, and subsequently in the data gathering exercise is not necessarily the same as the terminology used in blood banks, particularly the interpretation of the number of units issued.  The number of recipients also caused some confusion as to whether you count a patient only once, or once each time they have a transfusion.  For the record, the recipient should only be counted once, regardless of the number of transfusion episodes.



The laboratory information management systems often could not easily provide the information required having been designed and used before the EU Directive imposed the requirement send in summary reports.  I have been in contact with Joan Jones who has been discussing this issue with manufacturers, and she has informed me that some of the manufacturers have been working on this, and future software updates should make this easier.



Finally, there were a number of problems relating to emails.



A number of people claimed not to have received the annual summary emails in the first place.  I can only imagine that the Firewalls either blocked an incoming email with so many attachments or it was recognised as spam.  I know you might not always enjoy receiving emails from me, but I promise you they’re not spam.



If the email got through to the registered email address, often I found that a call to the registered reporter acted as a prompt to check the inbox, perhaps for the first time in several months.  It is important that the inbox is checked regularly as I may send some ad-hoc communications and not just summary reminders and confirmation reminders.



Sometimes I found the email address wasn’t active.  Either the registered reporter had left, or the email address had changed due to a reorganisation or that the email address used to set the account up never worked in the first place.



For some users, the tables sent lost their formatting, either after I sent the email or when you replied.  I’m unsure exactly why this happened, but if you have any problems accessing the table in future, contact me and I’ll send an Excel spreadsheet with an alternative table.



A handful of times, I was told the report had been returned only for the reporter to find they’d inadvertently sent it back to themselves and not me.  This can happen if you have a forwarding rule on your email inbox.  Pressing “reply” on the forwarded message will only send it back to your own email inbox and not to me.



Lastly, there were some occasions where the email had been received, but just hadn’t been dealt with.  I accept that it is not always going to be convenient to respond to the request immediately which is why you have around 2 ½ months to do so.  What I find inexcusable is when the email isn’t even opened.  I had at least one conversation with someone who told me they hadn’t bothered to open the email because the subject line of the email hadn’t stated that a response was required.  I assured that person that if I hadn’t expected a response I wouldn’t have sent them an email in the first place.



So to summarise.  Please make sure the email address that is registered with SABRE is active and won’t block emails from myself or SABRE.  Please make sure the inbox is regularly monitored.  Please make sure that if there are any changes to the original registration, that you update those details promptly.  This can be done by logging onto SABRE and clicking the update registration button.  Finally, please don’t ignore the emails.  The purpose of this process is to assist you in complying with EU legislation, and not a voluntary exercise conducted by the MHRA.  If you are unable to deal with the request, please pass it to someone who can.
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Ongoing MHRA Activities

EU Reporting Workshop
- Selection of representatives from CAs and non-regulatory
haemovigilance bodies

- Common interpretation of current EU Directives
- Guidance for users

- Current MHRA guidance still stands

SABRE reporting - 2007 statistics and future plans Slide 18
Chris Robbie, MHRA June 2008

© Crown copyright 2008


Presenter
Presentation Notes
In order to try and standardise the annual summary data being delivered from 27 member states, the EU commission organised a Working group to discuss what should and shouldn’t be reported based on the EU Directive.  The intention was to be able to produce guidance at the beginning of this year.  However, lively debate from the 8 member states involved has revealed some areas of agreement, but there still remains a number of key unresolved issues.  Thomas Bregeon from the Commission has only just been able to produce a draft document which highlights the areas of agreement, but has left the unresolved issues to one side to be debated further at a later date.  



Therefore in the meantime, the current MHRA guidance, as described in the MHRA handbook and user guide from 2005, still stands.  We are aware that we are likely to have to make amendments to that, from the EU discussions, but we are loathe to have to implement some changes now, only to have to introduce more changes, and further potential amendments to the previous changes while the debate still goes on.
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Ongoing MHRA Activities

« Senior Haemovigilance Specialist
- Interviews planned

- Expert panel
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You should have been aware that we were expanding the SABRE team.  The main function of this post is to oversee the management of SABRE and to lead in its development and the MHRA’s future plans for heamovigilance.  The post has been advertised externally and applications received.  As a result a short list has been drawn up and we are currently waiting for the interviews to take place.



One of the successful applicant’s first priorities will be to set up the MHRA expert panel.  There are times when a report is received that requires independent review to ensure the investigation is complete and no aspect has been overlooked.  The expert panel will be drawn from a number of different disciplines within blood transfusion and when required the most appropriate expert or experts will be contacted.
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Ongoing MHRA Activities

« MHRA Website Accessibility Projects

- Redesign SABRE to become RNIB compliant
The way SABRE works will stay the same
But navigation will be different

Assessed by RNIB
Further update prior to launch in September/October
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Our IT consultants have been redesigning SABRE so it is inline with MHRA and government policy to ensure our websites are accessible to all.  SABRE will look similar to how it does now, and the underlying concepts of being able to report to SHOT and the MHRA or SHOT only or MHRA only and making Notification and Confirmation reports will stay the same.  What will change is the way you navigate about the site.  Instead of having different tabs to click, you will complete a page and then click on a “next” button to proceed to the next page



Business testing has begun on the new version, and will be further assessed by the RNIB before going live in the Autumn.  We will inform you nearer the time by email before the launch date.
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Reporting Reminders

Only report “serious” adverse events and reactions as soon
as known

Choose the right category

Write reports using clear language so that someone
unconnected to the incident will understand what occurred
Do not report clinical events

Do not report events involving blood products

Always submit a Confirmation report

Emailed reminders are only reminders, not demands that a
confirmation is required regardless of whether the SAE/SAR
IS completed
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Finally, I’d just like to give you a few general reminders to help you in your day-to-day reporting.



The intention of the Directive and regulations was not to report every single incidence of something going wrong.  Only “serious” events or reactions, as defined are intended to be reported.  I am as aware as anyone of the difficulty of interpreting what is serious and what isn’t when the considering if an event might cause harm or if a reaction incapacitated an already sick patient.  For example, there are many reports where a patient has suffered a reaction where the only symptom was a rash, or a slight rise in temperature.  In these cases there may well be strong evidence that the reaction is associated with the blood transfused, but ask yourself, “Is it “serious”?”



It is unlikely that a mild rash, or a slight rise in temperature is going to be fatal, life-threatening, disabling or incapacitating and it is unlikely to prolong hospitalisation or morbidity.  In these cases, there is no need to report these to the MHRA; even if these mild reactions are brought under control using paracetemol and antihistamines.



It is once you start going beyond that, and your patient is starting to suffer from rigors, shortness of breath, vomiting, etc, this is when you might consider that the patient is  becoming incapacitated, or that their hospitalisation is becoming prolonged and this is when you might start to consider the reaction as “serious”.



Your report must be submitted “as soon as known”.  This means that you will be reporting SAEs and SARs before you have fully investigated them.  This is acceptable and SABRE does allow you to indicate on the Confirmation report whether Event or Reaction was due to the quality and safety of the blood.



Choose the right category for your event.  The majority of the event categories concern specific activities in a blood establishment;



Blood collection refers to the collection of donor whole blood.  It should not be used for, say, collecting blood from an issue fridge in a hospital environment

Processing refers to the processing of donor blood only.  It is not intended for events involving the “processing of patient samples”

Likewise “testing of donations” is exactly what it says on the tin.  This does not cover the testing of patient samples.



Storage is not just for use if you lose components due to an equipment failure.  This can also be used, for example, if a component is stored in the wrong place, or if the component “stored” incorrectly during transit.



Distribution only refers to the physical act of moving components between two distinct sites, such as blood establishment and hospital or two different hospitals.  Distribution does not cover the act of moving blood between blood bank and the issue fridge, or the ward, for example.



The EU does recognise that there maybe some overlap between some of these categories.  Blood that goes out of temperature specification while being transported between 2 hospitals could be storage failure or a distribution failure.  In these cases use whatever category seems most sensible.



The category of “other” should be used as a last resort.  In practice a hospital blood bank is only going to be reporting incidents within the categories of storage and distribution.  If it doesn’t fit one of these categories then use “other” rather than trying to make it fit one of the other ones.





The majority of the reports I receive are clearly written and unambiguous, however there are some which are quite difficult to follow.  As a general rule, try to be concise while including all the relevant information.  Try to avoid writing a long stories, including irrelevant facts.  Simply state what went wrong, what led to the event going wrong and why this was a serious adverse event, or reaction.  The root cause section should be used to state what caused the event and why it went wrong, and the corrective measures section should be used to state what was done to correct the problem and how you are going to prevent it in the future.  Imagine that someone totally unconnected with the incident needs to read and understand exactly what happened and avoid using local abbreviations and jargon.



The Directive does not cover clinical events.  Unfortunately, the EU working group is undecided exactly what a clinical event is.  In the meantime, as a rule of thumb, if the serious adverse event is the result of an error by a doctor, nurse, phlebotomist etc, these should not be reported.  Where it might still be reported is if the blood bank had a system for spotting these errors, but didn’t.  For example, a doctor that collects the sample from the wrong patient it is not a reportable event.  However, if the sample is tested in the blood bank, and the historical record is not checked and the error identified, this is a reportable event.



Do not report events involving anti-D and other blood products.  Once again, these are not covered by the directive.



Always, always submit a confirmation report when the investigation is completed.  If it turns out that the event reported was not serious, or if the reaction reported wasn’t a transfusion reaction related to blood, you can indicate this in your Confirmation report.  This is the correct place to add this information, not a Footnote.  Footnotes are designed for additional information which comes to light after a notification or confirmation is submitted.  Also, when deciding on the clinical outcome, you should put the clinical outcome of the reaction, and not the clinical outcome overall for the patient.



And last but not least, my email reminders to send in a confirmation are just that – they are only reminders.  I accept that some investigations will take longer to complete than others.  If you’re not ready to make a confirmation, a few lines explaining this in a Footnote will be sufficient.  What I don’t intend for you to do is to submit your Confirmation with a a line saying, “Still under investigation” or “Corrective action will be added later” as this makes monitoring the progress of the report difficult.





Thank you for your time, and I hand you back to Clare. 
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