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Plasma value chain

Blood and plasma q q q PDMP supply
Donors - Plasma processing Fractionation Patients

WP3: Plasma Collection and Processing Best Practices

WP objective:

» Develop a set of recommendations that will support increased and
improved plasma collection programmes by BEs throughout Europe
and will ultimately strengthen the resilience of plasma collection
during crisis.
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WP3 TASKS

Task 3.1: Identify the most suitable approach to start a new donor center or expand an existing donor center

Task 3.2: Improving the plasma collection & processing chain

Task 3.3: Characterization of the waste of recovered plasma and lost opportunities for plasmapheresis in European Union
Task 3.4: Plasma price & cost modelling

Task 3.5: Quality of collected plasma

Methods:

Meetings via Teams

Visit Blood Establishments in Denmark and Scotland
Workshops on plasma journey set up

Analyses and discussion on cost modelling

Survey

Reports

N N
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X 7
Recommendations

Identify the most suitable approach to start a new donor center or an expand existing donor center

1. Recommendation for a step by step plan

* Use a proven methodology for continuous improvement and
decision making such as the PDCA cycle. .

» Use SWOT analysis for plasma donor definition, target
population, demographics, and geographic distribution

2. Recommendation to determine the need for and location
of new donor centres

* Use a systematic approach to determine the optimal number
of donor centers and their strategic location

» Use the RADIUS formula where a set of parameters are
designed implementing more technical site selection
methods.

3. Recommendation on the use of more technical location
selection methods

* For more technical methods (donor demographics) it is
advisable to work with specialized companies or universities.
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Q Platelet apheresis + plasma (component
pheresis where > 500 mL of plasma is collected

24-26x per year Male: 5x
Minimum of 7-15 days Female: 3x
according to the plasmapheresis schedule) between donations Minimum
NB. This is the standard procedure at Sanquin Minimum weight 50kg
Platelet apheresis: 300 ml per donation (200 ml weight 50kg Age: 18-80 years

= PAS)
Interval = 7 days

Minimum weight: 50kg
Age: 18-80 years

Age: 18-80 years

Plasma collection between 500 -
820 ml per donation depending
on gender, height and weight

420-500 ml of whole blood is
collected from each donor,
regardless of height,
weight and gender

Receiving invitation or
spontantaneous donation

(RECOVERED PLASMA)

WHOLE BLOOD

appointment another platform

@ Making Online: outside of Collection
D - - - Management System on

0250 9

‘ TS
Filling in (electronic)

PLASMA

(SOURCED PLASMA)

Making Donor questionnaire and
appointment Registration have a drink
Online or at
i Covection C In Collection
Management ‘L @ Management System:
System) LS ID check

DIN administered
Print questionnaire
Questionnaire handed - - -
to donor

Several possibilities
for automation
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Waiting room
for health check

Differences per
country for the
donation frequency,
donation volume and
age of the donor.

Print labels

Preparation

©)

Health and risk
examination

Approved: process proceeds
Disapproved: process stops,
donation cancelled

ID check

Go through questionnaire
Hb measurement if required
Blood pressure measurement

ID check

Preparing Compoguard for
collection: registering start collection
and ending collection is digitalized

Whole blood
collection

[

Preparation
before collection

Preparing
apheresis machine
Registering
preparations on sticker

ID check, Questionnaire
check and labelling
tubes and set with DIN
before donation

Plasma
collection

Labeling tubes and set with
DIN, Volume established
Manual registration of start
and ending of collection on

for qu
Print labels

Hb measurement done every time,
or only the first time and when it's
been a while since the last donation?

Who do we need for the medical
examination and site overview of the
plasma collection , medical doctor,
nurse or qualified employees?

questionnaire/sticker

&5

Refreshments are
fferent per country

recovery

Automatic
integration

25

0%

Overall check of
total proceedings
and administrations

Administration

At the end of each session:
counting products, test tubes
and total of questionnaires. The
doctor that s (always) on site
checks the questionnaires for
completeness and a donor assistant
checks if everything is correctly
implemented in Collection
Management System, including
peculiarities or adverse events

Platelets *H

Manual registration of
the collection is done
in Collection
Management System:
When there is time
during sessions or
afterwards.

Product for
transport



ID check, Questionnaire
check and labelling
tubes and set with DIN
before donation

Filling in (electronic)
questionnaire and w

have a drink '_- .

Digitization of the questionnaire and
linking apheresis machines with the

Collection Management System
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Platelets

Red blood
cells
Centrifuging
whole blood
products
©)
Receiving
products

For Whole Blood:
Scan DIN
Print label

Stick label to product

Recovered
plasma

Sourced
plasma

First visit sample or
first visit donation
(realesed if second
donation is validated)

Some countries use
RFID identification

Despite European
regulations different
Hb values are used
throughout the
countries

When a donor enters a site the hostess or donor
assistant at the reception offers to make a new
appointment. Almost al donors visiting a site to donate
have a appointment or invitation > we do except walk ins
but it is not common.

HB values for plasma donors: Male between the 8

12.5 / Female between the 7.5 and 11.5

HB values for whole blood donors: Male between the 8.4
and 13 / Female between the 7.8 and 12

Blood pressure requirements for al donors between the
100/50 RR and 180/100 RR

Regular heartbeat requirements between 50 and 110
heartbeats per minute.

Donor has to be free of health complaints that indicate
infection of a virus or bacteria for at least two weeks.
Risks for HIV and Hepatitis has a 4 month delay before
allowed to donate

With every donation blood is tested on different
infectious diseases and blood type: Hep B,C and E /
Syphilis, HIV, HTLV (only on the first visit)

@
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Registration of collection is done on a sticker that is pasted on the
questionnaire, on the sticker the following matters are noted: which
machine is prepared, time of preparing the set, batch number of the
set and citrate, name of donor assistant that did the preparations,
time the collection started, name of donor assistant that started the
collection, duration of collection, name of donor assistant that
ended the collection and any donor complications during or after
donation.

Administration of collection entails: Name of donor assistant(s),
Time of collection, Donation time, Volume, Batch number set, Batch
number citrate, number of the machine, donor complication code
Products are laid on a cooling plate that cools the whole blood or
plasma down to an temperature of 20 — 24 degrees and are
transported every day to the processing locations (Amsterdam ore
Nijmegen). The lab for the blood tests is also located in Amsterdam
and the tubes are also transported daily with the products.

While donating plasma the donor gets something to drink and eat
during donation and can leave the center immediately after
donating, in contrary to donating whole blood. After donating
whole blood the donor is required to stay in the donor café for at
least 15 minutes, have something to eat and drink where after
he/she can leave the center when al goes well.

Visual Shock Internal Validating &
Inspection freezing storage Boxing
Step 2: Apheresis plasma & Requirements storage & Scan DIN
Scan DIN recovered plasma is frozen transport temp <-20°C Print box label

Scan product code for
register freezing cyclus

Step L:
Scan DIN
Print label

Stick label to product

No visuable sign of
hemolysis, product
should be clear

within 24 hours after
collection in which the
core temp. of the plasma
should be <-25°C within
12 hours after placing in
the shock freezing

Liquid N, electrical or
direct cool room.

What s the best way
to freezing plasma?

Waiting for release
test results
before release of
product

<20 min per box

Leftover FFP

Leftover platelets
collection

Temperature
Internal Issuing & controlled transport
storage Sending to fractionators
Requirements storage & Issue box

transport temp <-20°C Produce packing list

Produce Bleeding list

Opportunity for
cost reduction

Suggestion for a
discussion




Shock
freezing

Apheresis plasma &
recovered plasma is frozen
within 24 hours after
collection in which the
core temp. of the plasma
should be <-25°C within
12 hours after placing in
the shock freezing

Internal
storage

Requirements storage &
transport temp <-20°C

Waiting for release
test results
before release of

product

O~

Validating &
Boxing

Scan DIN
Print box label
<20 min per box

Leftover FFP

Leftover platelets
collection

Every participant is looking for ways

to make the release process as lean
as possible.



Recommendations
Plasma process

* Automate and digital processes.

* Ensure the EDQM Guideline is interpreted the same way
in all European Blood Establishments

» For apheresis plasma, only perform necessary viral
tests: Hep B and C, Syphilis, HIV and HTLV

»  Ferritin measurements should be limited to whole blood
donation and not introduced in plasma apheresis

» Further research is needed on necessity of Hb or blood
pressure measurement

*  Plasma donation volumes should be measured in litres
instead of kilos
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COLLECTION

PROCESSING AND DISTRIBUTION

SEVERAL

Cost modelling
=
=

PREMISIS

3T HUMAN RESOURCES
IT systems/hardware and I
network costs €0
Loyalty programme FACILITIES
0 DONOR RETENTION

AND MARKETING

management €0 . m

1
E @ \ 8. DISTRIBUTION
[ i ©
4. FACILITIES Overhead costs

Distribution costs €0 o. OTHER EXPENSES
Central organization €0

«

TESTS
PROCESSING
DISTRIBUTION
OTHER EXPENSES

humber of peqs

Equipment Maintenance and

leasing costs O 1NN oA Ny humber of
2. HUMAN RESOURCES Equipment depreciation and @ TOTAL €0 sessions
Personnel costs € installation costs €0
Personnel costs Donor affairs €0 Donor refreshments €0 volume/

Collection Consumables €0 donation

Working clothes €0

i €0 opehin
Donor entertainment 7. PROCESSING 9 hours
Processing costs €0
Personnel costs €0
Procedure time

COLLECTED KG/DONATIONS PER MONTH
Number of donations 0 staffing levels
6. TESTS
Collected Okg
Plasma testing costs €0 donation
frequency

1. PREMISIS

Rent and service
costs

YIELD

euro/kg

5. DONOR RETENTION AND MARKETING
Loyalty programme management €
Donor recruitment and retention costs €0
Travel costs donors €




€0

7. PROCESSING

Personnel costs

Keeping labour costs manageable
by mechanizing the processes.




Recommendations
Cost model

The costs of apheresis programs are currently too
high. Therefore, the recommendation is to implement
the following efficiency measures:

* Focus on retaining donors and increasing
donation frequency while also recruiting more
donors;

* Invest in automation of the processes;

* Eliminate all unnecessary (medical) actions that are
necessary for the collection of whole blood but are
not strictly necessary for the collection of plasma;

» Strengthen the negotiation position to increase
revenues.

3

Cost modelling

i collection and processing
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Plasma value chain

Blood and plasma ; . . PDMP supply
Donors donation | Plasma processing Fractionation

Task 3.1 Identify the most suitable approach for BE’s to start or increase their collection
programs and assist BE's with decision making

» Use a business case with the national goals/targets, and set the course with the steps of design,

validation, recruitment, training, and advertising.

By defining operational KPI's and jointly monitoring cost development, analysts can effectively

navigate the donor center management.
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Blood and plasma ; q 9 PDMP supply
Donors donation Plasma processing Fractionation Patients

Task 3.2 Improving the plasma collection & processing chain

* Ensure the EDQM Guideline is interpreted the same way in all European Blood Establishments
+ For apheresis plasma, only perform necessary viral tests: Hep B and C, Syphilis, HIV and HTLV
* Further research is needed on necessity of Hb or blood pressure measurement

Task 3.4 Plasma price & cost modeling

» Focus on retaining donors and increasing donation frequency while also recruiting more donors
* Invest in automation of the processes

 Eliminate all unnecessary (medical) actions that are necessary for the collection of whole blood but
are not strictly necessary for the collection of plasma

+ Strengthen the negotiation position to increase revenues
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Next steps

Let's learn from each other

Refining the cost model and discussing the
differences in costs with a number of European

countries.

Invest in efficiency measures of the plasma collection
and processing chain to reduce the costs and

increase the volumes of plasma collected. bH %):
L

I
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What is SUPPLY? Thank You

SUPPLY is a project co-funded by the European

Union's EU4Health Programme that aims to increase and

strengthen the resilience of plasma collection in the EU to
enable a stable and adequate supply of Plasma-derived
medicinal products (PDMPs). The entire plasma chain is

Questions / Comments/ More Information :

>  Website: www.supply-project.eu
» E-mail:  p.verheggen@sanquin.nl
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