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NHS BLOOD AND TRANSPLANT
RESEARCH, INNOVATION AND NOVEL TECHNOLOGIES ADVISORY GROUP

IMPACT OF CHANGES TO RESEARCH CONSENT/AUTHORISATION
QUESTIONS

SUMMARY

BACKGROUND

1 The consent/authorisation questions on the Core Donor Data Form (CDDF) were
changed on 6 January 2016. This paper compares consent/authorisation rates for
research before and after the change. It also investigates the availability of
organs for research as a result.

DATA AND METHODS

2 Research consent/authorisation rates were analysed for solid organ donors in the
UK from 1 January 2008 to 31 August 2017.

3 Availability of organs for research where organs were retrieved and not
transplanted were analysed from 20 February to 31 August over a 5 year period.
This time frame was selected to reflect the change in the research allocation
scheme which occurred on 20 February 2017 and hence to compare periods of
equal length.

SUMMARY

4 The change in consent/authorisation questions on the CDDF does not appear to
have impacted the overall UK consent/authorisation rate which was 92% in 2015
and also in 2017 (using data up until 31 August 2017).

5 Looking specifically at the effect of changes to consent questions for England,
Wales and Northern Ireland collectively, there also appeared to be little impact
upon the consent rate; 93% in 2015 and also in 2017 (using data up to 31 August
2017). The change in authorisation questions could however have had a positive
impact on Scotland as the authorisation rate increased from 77% in 2015 to 87%
in 2017 (using data up until 31 August 2017). However, there are fewer donors in
Scotland and so the rate may be more suspectible to fluctuations than in
England, Wale and Northern Ireland collectively.

6 The change in consent/authorisation questions may have slightly increased the
number of organs available for research as the percentage of organs retrieved
but not transplanted that did not have consent/authorisation for research was
9.1%, 10.5 and 7.3% in 2013, 2014 and 2015 respectively. This decreased in
2017 (using data up until 31 August 2017) to 6.5%.
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NHS BLOOD & TRANSPLANT
RESEARCH, INNOVATION AND NOVEL TECHNOLOGIES ADVISORY GROUP

IMPACT OF CHANGES TO RESEARCH CONSENT/AUTHORISATION
QUESTIONS

BACKGROUND

1 As part of a review by NHSBT, the consent/authorisation questions on the Core
Donor Data Form (CDDF) were changed on 6 January 2016. Questions about
consent/authorisation for research and education/training remain different for
Scotland than the rest of the UK.

2 Unfortunately, when the new CDDF was introduced in January 2016, the wording
of the consent questions was not consistent with the wording in other documents
used by SNODs in discussion with donor families. SNODs were therefore
advised to leave part of the CDDF blank until final amendments were made to the
consent/authorisation questions on the CDDF on 7 April 2016.

3 A new research allocation scheme was introduced in UK on the 20 February
2017. This paper compares consent/authorisation rates for research before and
after the change in questions. It also investigates the availability of organs for
research from the introduction of the new research allocation scheme.

DATA AND METHODS

4 Research consent/authorisation rates were analysed for solid organ donors in the
UK from 1 January 2008 to 31 August 2017. The consent/authorisation questions
on the CDDF both prior to the change on 6 January 2016 and after the final
change on 7 April 2016 are highlighted in red in the Appendix. Scotland has
been analysed separately to England, Wales and Northern Ireland on some
occasions due to the difference in questions.

5 Due to the wording issues highlighted in paragraph 2, consent/authorisation
information was not robust for analysis from 6 January — 6 April 2016. Figures for
2016 have been reported in the paper for completeness but should not be
interpreted.

6 Availability of UK donor organs for research, where organs were retrieved and
not transplanted, was analysed from 20 February to 31 August per year over the
past 5 years. This time period was selected due to the change in allocation
scheme on 20 February 2017 and to compare time periods of equal length.
Research outcome was split into three categories; no research consent, organ
used for research and organ disposed of with research consent.

7 The number of organs recorded as used for research may be an underestimate
due to differences in the reporting of liver hepatocytes. There are inconsistencies
in reporting as sometimes transplanted liver hepatocytes have been recorded as
used for research and at other times recorded as not used for research.
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RESULTS
Research consent/authorisation rates

8 Figure 1 shows that the annual overall UK research consent/authorisation rate
for solid organ donors has progressively increased since 2008. The rate was 92%
in 2015, the year prior to any change, and also 92% in 2017 (using data up until
31 August 2017). This would suggest that the change in consent/authorisation
guestion in 2016 has not impacted the consent/authorisation rate for research.

Figure 1 Research consent/authorisation rates from solid organ donors in United Kingdom, by year
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* Inaccurate data between 6 January to 6 April 2016 due to inconsistencies in consent questions
** 1 January — 31 August 2017

9 Figure 2 illustrates the change in authorisation rate for Scotland donors over
time, compared with the change in consent rate over time for donors in England,
Wales and Northern Ireland. Consent rates for research for England, Wales and
Northern Ireland appear to be similar in the years prior to the changes compared
with 2017 (using data until 31 August 2017). The change in authorisation
guestions could however have had a positive impact in Scotland as the
authorisation rate increased from 77% in 2015 to 87% in 2017 (using data up
until 31 August 2017). However, there are fewer donors in Scotland and so the
rate may be more suspectible to fluctuations than in England, Wales and
Northern Ireland collectively.
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Figure 2 Research consent/authorisation rates from solid organ donors in United Kingdom,
by nation and year from 1 January 2012 - 31 August 2017
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Availability of organs for research

10 Figure 3 shows the availability of organs for research, as the number of organs
retrieved and not transplanted, in the UK broken down by research outcome; no
research consent, organ used for research and organ disposed of with research
consent.

Figure 3  Availability of organs for research in United Kingdom, by research outcome, between
20 February - 31 August, each year from 2013 to 2017
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11 The percentage of organs retrieved but not transplanted that did not have
consent/authorisation for research was 9.1%, 10.5 and 7.3% in 2013, 2014 and
2015 respectively. This decreased in 2017 (using data up until 31 August 2017)
to 6.5%.

12 Figure 4 breaks down the availability of organs for research in the UK by
research outcome and organ; small bowel and the pancreas head are excluded.
This shows that the percentage of organs retrieved but not transplanted which did
not have research consent in 2014, 2015 and 2017 (using data up until 31 August
2017) respectively were 10.4%, 6.6%, 7.4% for kidney and 11.8%, 8.5%, 8.7%
for pancreas and islets. It does not therefore appear that the change in questions
affected the availability of kidney or pancreas organs for research. The numbers
remain small for hearts, lungs and lobes. The figures for livers are subject to
inconsistencies in hepatocytes reporting.

Figure 4  Availability of organs for research (retrieved and not transplanted) in United Kingdom,
by year, 20 February - 31 August, each year from 2014 to 2017
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Please note: liver hepatocytes has been recorded inconsistently —see paragraph 7
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CONCLUSION

13 The change in consent/authorisation questions on the CDDF does not appear to
have impacted the overall UK consent/authorisation rate which was 92% in 2015
and also in 2017 (using data up until 31 August 2017).

14 Looking specifically at the effect of changes to consent questions for England,
Wales and Northern Ireland collectively, there also appeared to be little impact
upon the consent rate; 93% in 2015 and also in 2017 (using data up to 31 August
2017). The change in authorisation questions could however have had a positive
impact in Scotland as the authorisation rate increased from 77% in 2015 to 87%
in 2017 (using data up until 31 August 2017). However, there are fewer donors in
Scotland and so the rate may be more suspectible to fluctuations than in
England, Wale and Northern Ireland collectively.

15 The change in consent/authorisation questions may have slightly increased the
number of organs available for research as the percentage of organs retrieved
but not transplanted that did not have consent/authorisation for research was
9.1%, 10.5 and 7.3% in 2013, 2014 and 2015 respectively. This decreased in
2017 (using data up until 31 August 2017) to 6.5%.
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APPENDIX

Consent/authorisation prior to 6 January 2016

CONZENTIAUTHORISATICON
Donore In England/walesiMorthern Ireland
Transplant Clinizal HHSacademic Commercial Educationiraining
aldit TEEearch research relating %o HH or PA
No=1
Yes=2
Doners In Scotiand
Transgiant Clinical Einlcally approved Education’ aality
aLdit TEEEETTN traming AsEUrance
Hz=1
Yes=2

Consent/authorisation from 7 April 2016
’ A

‘Donors in EnglandMWales Northern Ireland

ETIHH-ummwuwmmhmdm.hwm.m.mmwm was b
|from specific ongans which can then be used in approved research projects. Do the familly consent lo this? Vea s 3

On oocasion, organsiiasues the family have agreed 1o donate may be found io be unswuitable fof irsnsplant. However, these organsissues can be ™
used in research (of ofher Scheduled Purposes) o gain a betier undersianding on how we can improve healihcare in the fulure. Do the Tamily b
7

| Organatiasuss'matenals may also be donated and used 10 improve future heathcans. Do the family consent 10 the remoweal of speciSic eigana/
tdsues/sarmples flor research of olher Scheduled Purposes?

A YES please provicke detads in the Adddsonal Informaton box
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b sloved and ued lof reaearch?

|May be removed and stoted for the purposes of specific elhecally spproved ressarnch projects described in e additonal information
| bo below?

[May be stored and used for educatontramng?
'thmwuﬂhmmmfmm?

May b stored and used for s of chrecal Senaces?

Harve e ned of kin aulhorised that foliowing either completion or education / training |/ quality assessmendt | ressarch of if found
'wrsuitable for chnical use ol organs andicr samples derved from specific organs of Lissue will be disposed of in a safe and Lawiul
ey ¥

b Information:

| Has Coroner/Procurator Fiacal ghven comuent for donation? .,:::;D i YES, type |:|
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