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Presentation
 History of VES

* New opportunities under the regulation

* Challenges

« Supporting each other
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Introduction

Are you

a) Involved in national level vigilance work, i.e. do you assess reported
individual (S)AR/(S)AE?

b) Professionally involved in the work of a SoHO establishment?

c) Apast VES member or a newly nominated V&T member?
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VES History

e 2007 onwards: haemovigilance (HV) working group

* Heartfelt plea from SHOT and other HV systems: don’t just pick out the
‘cherries’

 Common Approach; SARE (serious adverse reactions and events) reporting “a
learning exercise”

» “quality check”, queries to verify data SAE in 2008
e SAE: lack of harmonization 100%

* 2017: vigilance expert subgroup of the
competent authorities, “VES”

* Terms of reference, rapporteurs

e 2018: organs included
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SAE

		Adverse events		Be		Bu		Cz		Fi		Fr		Gr		Ire		Italy		Lat		Nl		No		Po		Slovakia		Slovenia		Sp		Sw		UK		Overall

		Donor evaluation process								3																												3

		Deficient reagent		1																																		1

		Equipment failure		2				43				17		276		2		56		40				9		902				1331		4		1		54		2737

		Human error		150				29		6		73		1		45		130		22		10		42		2502		1		2		25		7		695		3740

		Lipemic plasma																												619								619

		Other						71				30				7				29		1		17		8751						1				40		8947

		Microbiological cont plts after exp								4						1																						5

		Product defect		28				103		7								41		61		120				12335				6		1		4		7		12713

		Total SAE		181		0		246		20		120		277		55		227		152		131		68		24490		1		1958		31		12		796		28765

		Total SAE rate		0.2681481481		0.00		0.33		0.05		0.04		0.33		0.33		0.06		1.24		0.18		0.25		20.41		0.01		1.75		0.01		0.02		0.26		1.52

		Total units x1000		675		160		746		405		2871		845		166.4		3500		122.8		711		267.2		1200		192		1120.3		2141.4		675		3100		18897.8

		Apheresis collection		9		0		0		0		0				0														2				1				12

		Distribution		47		0		0		6		85				2				7		1		9								5		2		46		210

		Materials		0		0		0		3		2								5				5												4		19

		Other														40						4		9												488		541

		Processing		1		0		0		0		1		277		2				44		6		1						1938		6		7		17		2300

		Storage		1		0		65		0		25				10				20				4						1		1				211		338

		Testing		5		0		101		0		0				1				42		99		9								4		2		7		270

		Transport										3																		15								18

		Whole blood collection		118		0		80		2		4								34		21		31						2		15				23		330

		Unspecified																227				0																227

																																						4265

		Denmark, Estonia, Germany

		Malta, Liechtenstein. Lithuania, Germany, Bulgaria						Nil to report or form with 0

		Cross tabulation: striking combinations																										Distribution and product defect

		Might ask country to give example of dominant type of incident in this category																										Materials and product defect

		Interesting that Ireland and UK have a very similar percentage distribution of SAE																										Processing and lipemic plasma

																												Processing and product defect

																												Storage and product defect

																												Storage and human error

																												Testing and other

																												Testing and product defect

																												Whole blood collection and human error (if high)

																												Whole blood collection and other (of high)

		Adverse events		Italy		UK		Fr		Sp		Po		Slovenia		Gr		Cz		Nl		Be		Sw		Fi		No		Slovakia		Ire		Bu		Lat

		Donor evaluation process																								3

		Deficient reagent																				1

		Equipment failure		56		54		17		4		902		1331		276		43				2		1				9				2				40

		Human error		130		695		73		25		2502		2		1		29		10		150		7		6		42		1		45				22

		Lipemic plasma												619

		Other				40		30		1		8751						71		1								17				7				29

		Microbiological cont plts after exp																								4						1

		Product defect		41		7				1		12335		6				103		120		28		4		7										61

		Total SAE		227		796		120		31		24490		1958		277		246		131		181		12		20		68		1		55		0		152

		Total SAE rate per 1000 units		0.0648571429		0.2567741935		0.0417972832		0.0144765107		20.4083333333		1.7477461394		0.3278106509		0.3297587131		0.1842475387		0.2681481481		0.0177777778		0.049419323		0.254491018		0.0052083333		0.3305288462		0		1.2377850163

		Total units x1000		3500		3100		2871		2141.4		1200		1120.3		845		746		711		675		675		404.7		267.2		192		166.4		160		122.8
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SAE in 2008 (21 MS of which 5: nil to report)



		



SAE in 2008 (specifications from 14 MS)



		



Number of reported SAE per MS



		Adverse reactions, all blood components (24 MS)

				Total not leading to death		Total B not leading to death		Total deaths		Total deaths, B		Remarks

		Immunlogical haemolysis		74		31		4		1

		Haemolysis, other antibody		126		41		3		0

		Non-imm hemolysis		24		13		3		0

		TTBI		408		26		9		2		Slovakia is incongruously high

		Anaphylaxis/hypersensitivity		1585		863		5		0		Curious as to motivation for B		Large no of B from Italy, probably mistake

		TRALI		216		19		25		5

		HBV		72		3		0		0

		HCV		71		3		0		0

		HIV		9		0		0		0

		CMV		2		0		0		0

		HAV		9		1		0		0

		Parvo		1		0		0		0

		Malaria		0		0		0		0

		PTP		10		1		0		0

		GVHD		4		0		0		0

		Other		862		77		46		0

		Allergic		29		4		0		0

		TACO		315		51		5		0		B seems incorrect here

		Pulmonary oedema		15		15		0		0		Are these TAD with HLA antibodies?

		TACO		300		0		5		0

		TAD		8		0		0		0

		Hypotension		6		1		3		0

		Cardiac		7		0		3		0

		Febrile		220		21		0		0		What does Greece mean by rating febrile reactions as B?

		Other or unspecified		277		0		35		0		Includes some which would fit in above subcategories

												Total A		Total B

		Total		3473		1078		95		8		3568		1086





		Units issued x1000 except for WB and leukocytes		Be		Bu		Cy		Cz		Dk		Est		Fi		Fr		Ge		Gr		Ire		Italy		Lat		Li		Mt		Nl		No		Po		Port		Slovakia		Slovenia		Sp		Sw		UK

		Whole blood								1.4														24						28		13						345												2

		RBC		518		129				405.8				54.6		252.7		2287		4644		497.3		139.3						90.2		14		563.6		200.2		796.8		462.4				82.7		1654.8		492.3		2456.8

		Platelets		65						34.4		42.9		53.4		149.9		254		471.9		119.2		23.7						15.7		1.3		50.7		19.3		162.2		144.2				8		233.4		41.2		280.9

		Plasma		91.7		40		15.6		304.2		359.9						328		1217.6		228.4		470						33.8		3.4		96.6		47.7		240.4		177.5				29.5		253.1		141.4		362.3

		Plasma SD																																						0

		Cryoprecipitates																						2532								0.771								4.275

		Granulocytes or leukocytes														444								274																64

		Not specified																								3500		122.8														191.5

		Units transfused

		Whole blood								0.7														16						19

		RBC								209.9										4487				132.6						90.2						200.2		410		278.2

		Platelets								21		34.5								451.2				22.9						15.7						19.3		106.6		67.7

		Plasma						86		118.2		66.8								1174.2				415						32.5						47.7		146.9		9.8

		Plasma SD																																						45.7

		Cryoprecipitates																																						1.8

		Granulocytes or leukocytes

		Not specified

		Units issued per unit transfused

		Whole blood								2														1.5						1.4736842105

		RBC								1.9333015722										1.034989971				1.0505279035						1						1		1.9434146341		1.6621135873

		Platelets								1.6380952381		1.2434782609								1.0458776596				1.0349344978						1						1		1.521575985		2.129985229

		Plasma								2.5736040609		5.3877245509								1.0369613354				1.1325301205						1.04						1		1.6364874064		18.112244898

		Recipients

		WB								0.528														11																										1

		RBC								54.7														16.5														44.9		54.5										342.7

		Platelets								12.7														2.7														3.6		5.6										44.3

		Plasma								25.5														350														10.6		1.5										42.7

		Plasma SD																																						5.3

		Units issued per recipient

		WB								2.6515151515														2.1818181818																										2

		RBC								7.4186471664														8.4424242424														17.7461024499		8.4844036697										7.1689524365

		Platelets								2.7086614173														8.7777777778														45.0555555556		25.75										6.3408577878

		Plasma								11.9294117647														1.3428571429														22.679245283		118.3333333333										8.4847775176

		Units transfused per recipient

		WB								1.3257575758														1.4545454545

		RBC								3.8372943327														8.0363636364

		Platelets								1.6535433071														8.4814814815

		Plasma								4.6352941176														1.1857142857






VES work in subgroups

SARE reporting improvement - improve classification of reported SARE
and provision of denominators

Rapid alert “RAB/RATC” review
VES-IES cross fertilization

Organs: survey of organ vigilance arrangements and pilot of EU level
reporting of SAR/SAE
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SARE reporting improvement

* Annual revision of Common Approach (B, TC)
* Reduce cases classed as Other (specific SAR types, drop

down menus)

* Reduce SAE specified as Human error (new: System

failure)
* Improve assignment to activity steps

* Blood donor SAR seriousness assessment:pilot using

- international tool (EBA endorsed) in 2024 .,
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Vigilance wish list during
revision of legislation

* Vigilance should extend beyond Q/S of the products
— Include transfusion/application
— Efficacy monitoring

Seamless vigilance
* To where SoHO is transferred to different EU legislative framework
 When new SoHO / SoHO product is introduced

Harmonise definitions between B and TC

Mandate reporting of SARE affecting donors even if there was no impact on Q/S

Retain

* reporting of no harm events
* reports of SARE affecting children born from MAR

NAZIONALE SoHO oversight system:
the implementation of the new EU regulation with a focus on the obligations for competent authoriti
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Vigilance wish list (2)

* Results of vigilance reporting may be used as input for risk-based inspections
e Consider audit of SoHO vigilance work at NCA level (e.g. peer audit)

* Autologous treatments: efficacy data should be evaluated .... appropriate consent

(...)
* Reference to guidance produced by expert bodies e.g. EDQM, ECDC, VES

* Continue to refer to international definitions for donor adverse reactions.

* Change term (serious) adverse event X

y
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Definitions

(43)‘adverse reaction’ means any (44)‘adverse event’ means any
which could be incident or error associated with
reasonably associated with the SoHO activities that can affect
quality or safety of SoHO, or their the quality or safety of SOHO in
collection from a SoHO donor or such a way that implies a risk of
human application to a SoHO harm to a living SoHO donor, to a
recipient, that caused harm to a SoHO recipient or to offspring
living SoHO donor, to a SoHO from medically assisted
recipient or to offspring from reproduction;

medically assisted reproduction;

Regulation 2024/1938, Article 3
ONALE SoHO oversight system:
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(45) ‘serious adverse reaction’ or
‘SAR’ means an adverse reaction that
results in any of the following:

(a) death;

(b) life- threatemng, disabling or 1ncapac1tat1ng condition,
including trans a pathogen or of a
that mightTause such condition;

ransmission of a genetic disorder that:
(i) in the case of medically assisted reproduction with
third-party donation, resulted in pregnancy loss or

might result in a life-threatening, disabling or
1ncapac1tat1ng condition in the offspring from
ly assisted reproduction; or

(i1) in the case of medically assisted reproduction in
the context of within-relationship use, resulted in
pregnancy loss or might result in a life-threatening,
disabling or incapacitating condition in the offspring
from medically assisted reproduction, due to a pre-
implantation genetic test error;

(d) hospitalisation or prolongation of hospitalisation;

(e) the need for a major clinical intervention to prevent or
reduce t ed to in points

(f) prolonged sub-optimal health of a SOHO donor following
ingle or multiple SoHO donations;

Regulation 2024/1938, Article 3

(46)‘serious adverse event’ or ‘SAE’
means an adverse event that poses a
risk of any of the following:

(a) inappropriate SoHO distribution;

(b) a defect posing a risk to SoHO recipients or SOHO donors
is detected in one SoHO entity that would have implications
for other SoHO recipients or SoHO donors because of shared
practices, services, supplies or critical equipment;

(c) loss of a quantity of SoHO that causes human
applications to be postponed or cancelled

(d) loss of highly matched SoHO or SoHO for autologous use;

(e) a mix-up of reproductive SoHO in such a way that an
oocyte is fertilised with sperm from a person other than the
intended person, or reproductive SoHO are applied to a
SoHO recipient other than the intended SoHO recipient;

(f) loss of the traceability of SOHO




SoHO activities
>V&T: SARE denominators

SoHO donor registration; storage;
SoHO donor history review and medical release;
examination; distribution;
testing of SOHO donors or of persons from import;
whom SoHO are collected for autologous export;
or within-relationshi” | “\human application;
collection: SAE denominators? clinical-outcome registration.
processing; Also dataset for monitoring
quality control; selfsufficiency emergency
preparedness

\_
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Making the change

e N\
« “Everything” about vigilance and traceability has Don’t throw out the
to be written into SCB best practices baby with the
« Adapted SoHO Common Approach guidance bathwater
with forms and information materials ready for
use in MS - o

« At national level
— Adapt (paper/digital) systems for wider scope
- Restictions re staff conflicts of interest
- Assessing adequacy of investigations, advice, timely communication
- Public annual report

N ANDEﬁLE SoHO oversight system:
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Opportunities
to be seized

(A selection)

Building on our
experience

) CENTRD .
ﬁ\ ;‘NAZIONALE SoHO oversight system:

Broadened scope = new actors
Donor protection, new requirements
Protection of MAR offspring

Better quality vigilance data, authority-
level verification of investigation results

Vigilance in SoHO product authorisation
Harmonisation across member states

New SoHO

the implementation of the new EU regulation with a focus on the obligations for competent authorit
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Thinking beyond borders

Rapid alerts

Import and export
Feeding ECDC, public health

Learn other “languages”
e WHO
* IHN, ISBT
» Safety science
* Pharmacovigilance
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Support for each other

SCB

NUDGE

Member state NCA,
competent authorities,
delegated bodies

|

Entities

y) CENTRO -
Rgﬁ\zﬂﬂﬁ SoHO oversight system:
s the implementation of the new EU regulation with a focus on the obligations for competent authorities



Conclusion

Opportunities
Vigilance: starting where we are, stepwise improvement

A lot of work

* Worth it!
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Thank you

» Best wishes and success in your area of work
« Thank you for your attention

NAZIONALE SoHO oversight system:
the implementation of the new EU regulation with a focus on the obligations for competent authoritie

A



	Challenges of the SoHO oversight system: �VES point of view
	Presentation
	Introduction
	VES History
	VES work in subgroups
	�
	Vigilance wish list during revision of legislation
	Vigilance wish list (2)
	Definitions
	Diapositiva numero 10
	->V&T: SARE denominators
	Making the change
	Opportunities �to be seized
	Thinking beyond borders
	Support for each other 
	Conclusion
	Thank you

