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Hemovigilance Day

1- Dr. Abduallah Yetmgeta
Introduction of WHO guide of hemovigilance

- Many countries don’'t have regulatory system and blood supply system.

- why WHO mandates for hemovigilance system? for:

* Learning from adverse events and identifying system problem, can drive the introduction of measure
to enhance the quality, safety, efficacy and cost-effectiveness of blood and blood products as well as
of the donation and transfusion process.

* Building and strengthening hemovigilance system is one of strategic objectives of the WHO action
framework for blood product

- This talk displayed the underlying gaps in the blood system, in:
e The blood regulatory system (regularity framework and national regulatory
authorities).
e The blood supply system (blood banks).
* The blood transfusion system (hospitals).

- This talk also showed how WHO responding to hemovigilance challenges and display the contents of the
WHO user guide.

- There are some barriers in implementation of hemovigilance system which are:

. Lack of stakeholders and service providers’ involvement.
. Financial constraints.
. Lack of trained staff.
. Lack of access to knowledge, local practices and/or support from all stakeholders.
. Limited access to training and additional materials related to hemovigilance.
Jg5)Lisall Slegl Jomdl sleyl iyl pelyl
I . A 2R G ? MEDISERV &)
Gatedd GAMS VG o ;;Smm;m;;;y CM' fire=t (8> s At

aaaaaaa

These challenges must be address by countries and related stakeholders and partners in order to improve
hemovigilance system.

- Hemovigilance systems are dynamic systems because the adverse events related to donation, process-
ing and transfusion of blood may change in line with local practices and with technological developments
in transfusion medicine.

- The implementation of a hemovigilance system in each country may be different, it may depend on the
technology of transfusion medicine available and/or the surveillance infrastructure of the country.

-There will be no single international approach to develop and implement the hemovigilance system that
will work for every country.

-The Internationally recognized organizations on hemovigilance have developed good resources, i.e, strat-
egy documents, education materials, hemovigilance reporting templates, definitions of adverse events
and guidance.

-These available resources have been reviewed by experts within the field of blood safety and hemovigi-
lance.

-Need for central compendium of resources.
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Plasma Fractionation

2- Prof. Salwa l. Hindawi

Hemovigilance at a hospital level
~This talk discussed the points considered during development of hemovigilance system and display the ob- -Show example of hemovigilance system: The Serious Hazards of Transfusion (SHOT).
stacles for implementation a hemovigilance system, and what is the suggested approach for implementa-

tion a hemovigilance system, and also discussed the WHO 2015 aide-memoire on National Hemovigilance -Development of efficient hospital / local hemovigilance system is needed to form the basis for national

hemovigilance network.

System.
A -Hemovigilance system will be an active tool for continuous improvement of quality and safety in blood trans-
-Some of hemovigilance system in some countries start to report with only serious hazard transfusion, not all fusion.
transfusion and donor reactions, like ABO incompatibility, TRALI, TA_GVHD, TTl and bacterial contamination,
then they start to conclude other reactions, and some the start with all. -Training, education and increasing awareness among workers in blood transfusion chain will help to develop
-Recommendation and priorities for action at hospital level: the five most important points to consider at and establish National Hemovigilance Systems in any Country.

Hospital Level are:
1- Resources (staff training and education).
2-Active hospital transfusion committee.
3- Hemovigilance nurse.
4- Awareness, training and education for all staff in the hospital.
5- Management support.

- The points that we should consider when we developed a hemovigilance system at a hospital:
Clinical guidelines.

Policies and procedures.

Quality indicators to improve services.

Traceability including confirmation of transfusion/destruction.

Mechanism of reporting of reactions / incidents.

Awareness, training and education to all staff involved in transfusion chain.

Active hospital transfusion committee.

Transfusion nurse / hemovigilance officer.
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3- Dr. Aysha Ibrahim Ahmed Al-malki
The Introduction of Hemovigilance in Qatar

-The robust hemovigilance system requires efficient coordination among relevant stakeholders. This talk displayed
the authorities that are kay players for the implementation of the hemovigilance program in Qatar.

-Review the best model from WHO in the transfusion chain vein-to-vein hemovigilance and display the proposed
model for hemovigilance in Qatar.

-Also discussed the work flow for data collection in Qatar system and hemovigilance program policy.
-In donor centers, they have adverse reaction record, which they fill it and send it to their system.

-They found female more than male in adverse reaction, and first time donor more than repeated donor, they don't
discover that without the record for adverse reaction.

-In Qatar, they did pre-implementation 2021 vs. post-implementation 2022, and it show improvement when they
applied the record for transfusion adverse reaction.

-The current system didn’t record TRALY & TACO, probably the cause they not aware about it, and this conclude
that there is a need to educate and aware the practitioners and nurse as well.

-In addition, the talk discussed the challenges that faced the hemovigilance system in Qatar, which are:
* Resources (hemovigilance expert, IT, budget).
* Developing trust among the staff-culture changing.
* Cooperation in reporting the data.
*  Education.
* Regulatory approvals.

-Future strategies in Qatar for hemovigilance system for 2023 & 2024:
. At 2023: they will start patients hemovigilance.

. At 2024: they will extend the program to national level with regulatory framework.
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4- Dr. Mona Mohi El Din Taha kandel
Hemovigilance in Saudi Arabia

-KSA surveillance procedures regards blood transfusion services began from 2015 as patch work of reporting programs,
performance measurement programs and essential standards in national accreditation program CBAHI.

-This Talk showed the journey of Ministry of Health in implementation surveillance programs for blood transfusion ser-
vices from 2015 until 2023.

-The talk discussed current surveillance system functionalities; Yakada system (HSSC) and Sentinel Events platform
(SPSQ) in terms of:

. End users. « Type of report system. o Time.

. Included item « Missing item.

These is a gap analysis between current blood surveillance programs functionalities and essential elements of effective
voluntary reporting system.

- Hemovigilance benchmarking in UK have two reporting system, and 4088 reports were included by each organization,
but they accept only 1045/4088 (25.6%) of reports, because of the differences in reporting criteria between the two
organizations, which we should to include this in our future project.

-Establishing a national strategies KPI, enhance the reporting culture in our regions for donors incident reporting and
recipients incident reporting.

-Hemovigilance system roadmap, which represented in:
. Establishment of National Hemovigilance program. « Hemovigilance System Validation.
. Build digital hemovigilance reporting system. « National hemovigilance policy.

-There is highly important to insuring just culture between: organization accountability and individual accountability, also
insuring successful criteria of hemovigilance reporting system.

-There is a need to building a hemovigilance taxonomy and stablishing coding system for each transfusion reaction to
help in categorize and benchmark (internal and external).

Adio 2380

Ly
riom



5- Dr. Maha Abdulrazak Badawi
Improving event reporting

-Sharing publication about reporting, most people don't report most of adverse events od donor reactions and
transfusion reactions.

-We need of education of physicians and nurses about the possibility that will faced through the transfusion reac-
tions. The knowledge should be there.

-The report system should be helpful to provide healthcare professionals very clear definitions (donor definition,
definition of transfusion .. etc), of what needs to be reported of reporting process.

-The usability of the reporting system should be appropriateness to a purpose, and according to ISO 9241-11, us-
ability measures must cover effectiveness (the ability of users to complete tasks using the system with quality out-
puts), efficiency (the level of resources consumed in performing tasks) and satisfaction (user's subjective reactions
to using the system).

-ldentifying the things that will be reported; if the physicians and nurse have the knowledge about them and how
reported them and recognize them, also they should to be willingness to report them.

-The talk discussed selected factors contributing to under-reporting, which is under three categories:

. Organizational factors.
. Personal factors.
. Errors/incident characteristics.

-Display thee cultural barriers to reporting incidents among physicians, which is:

. The fear of blame and fear of reporting.
. The inevitability of error and the purpose of reporting.
. Rejection of bureaucracy and managerial scrutiny.
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7- Dr. Abdullah Ahmed Hussen Meshi
Role of change management in successful implementation of hemovigilance program

-Current status and challenges of hemovigilance system in KSA.

-Implementation of a national hemovigilance system in Saudi Arabia is a major change, and to reach to a successful
implementation of hemovigilance system we need a technical side (project management) and people side (change
management), and in these two sides there is a:

* Current states.

* Transition state: we have a project planning, we have knowledge and we have to build policies, proce-
dure, report and educational training ... etc.

* Future state.

-To build a national reporting we need to people support, because they are major contributors in each project.

-Effective change management would ensure successful and sustainable implementation of the system, and keep-
ing doing a regularly assessment in a periodic is the basis for the success of the project.

-Prosci change management methodology and its models and the elements for each models with some example,
and how to applied in a hemovigilance system.

-Organization change comes from individual engagement, adaptation and using of the change.

-The talks touched resistance to change, and who is the most people refuse the change regarding to the researches,
and sigh and symptoms of resistance and how identify it

-Discussing the primary reasons for employees resisted change and primary reasons for managers resisted change.

-Resistance to change is manageable is we follow Prosci change management, and the talks discussed top 10 tac-
tics for managing resistance.
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8- Anna Flynn -Information on blood management should suit different health literacy levels, including simpler and more complex

. . . information resources, so that clinicians have access to the most appropriate information for an individual patient.
Partnering with Consumers: Example from Australia PProp P

-Seek feedback from patients about the information provided using surveys or informal discussions, and make chang-
es to ensure that it is understood and meaningful.
-Partnering with consumers is about actively working with people who use the healthcare system to ensure that

-There is growing acceptance that practices supporting partnerships at the level of the individual — from communica-
care is safe, high-quality and meets people’s needs. J 0 P P PP I P P

tion and structured listening, through to shared decision making, self-management support and care planning — can

-Partnering with consumers involves treating consumers with dignity and respect, sharing information, and encour- improve the safety ahd quality of.health care, improve patient outcomes and experience, and improve the perfor-
aging participation and collaboration. mance of health service organizations.

-There is good evidence that working in partnership with consumers, and fostering person-centered approaches to -As consumer partnership becomes more embedded in the healthcare system, there is an increasing need to monitor
care can help improve the safety and quality of care. and evaluate its impact. Monitoring, measuring and evaluating consumer partnerships — through mechanisms such as

recording patient experience and patient-reported outcome measures — are vital to ensure that the partnerships are

-The Blood Management Standard have 10 actions aims to improve outcomes for patients by identifying risks meeting the needs of the community and consumers.

and using strategies that optimize and conserve a patient's own blood, as well as ensuring that any blood and
blood products that patients receive are safe and appropriate.

-Clinicians use organizational processes from the Partnering with Consumers Standard when providing safe blood
management to:

Actively involve patients in their own care
Meet the patient's information needs
Share decision-making

-Provide information to patients about optimizing their own blood and the potential need for blood and blood
products, including all treatment options, risks and benefits. Provide this in a format that can be understood and
is meaningful, and ensure that patients are given the opportunity to ask questions. Ensure that the information is
current, and that clinicians have ready access to it
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https://www.safetyandquality.gov.au/node/3597

1 - Dr. Ranjeet Ajmani
Plasma fractionation and protein therapy: Basics to know

We should focus on the origin of raw materials, which:

* Appropriate selection of blood/plasma donors

Testing of blood/plasma donation

Epidemiological surveillance of the donor population
Strict adherence to Good Manufacturing Practices (GMP)
Post-donation information system

The major concern for plasma fractionation is viral safety. The prevalence of transfusion transmissi-
ble infections (TTls) in blood donation in high-income countries is considerably lower than in low and
middle-income countries.

Each unite for plasma should be tested for:
HIV I &I

* HepatitisB&C

* Syphilis

* Malaria

The important and the method for viral inactivation and viral removal

Why we need plasma fractionation?

Blood is a very scarce resource

Human blood has no substitute

Optimum use of blood components is not just an economic necessity, but a scientific obligation
Componentization and fractionation is the most efficient way to utilize blood

Self-sufficiency for nation
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2- Mr. Ferdinando Borgese
Plasma-derived therapies: current trends and future perspectives

This talk discussed the following points:

Selection criteria for donors, as we should protect the patients, we should protect donors as well.
The importance of testing method for the material

The pandemic drop 40% in plasma components

Demand always higher than the ability of the industry of globally manufacturing of produce plasma
We need to improve the consumption of Intravenous immune globulin (IVIG), otherwise we will still
loss many

We need to increase plasma fractionation to cover all the medical needs

Worldwide loss a lot of plasma in a year, therefore we loss albumin and plasma derivatives

Albumin fractionation in Saudi Arabia 17% compared to other European countries which is 80%

Statistics in Saudi Arabia:

In 2019, the Saudi Arabia plasma proteins market was estimated at $77.3 millions, a 43.4% increase
from 2016.

600 Kgs of IVIG were sold, and 81.3% increase in 3years. This was equivalent to 17.6 gr/1000 inhab-
itants.

9.84 Tons of albumin increased by 18.7% since 2016 and reached 289 gr/1000 inhabitants.

66.1 MU plasma derivatives FVIIl consumptions decreased by 28% us 2016 because of novel thera-
pies and reached 2.3 international units per capita.

Which conclude from previous statistics:

IVIG consumption in Saudi Arabia should grow to full-fill unmet medical needs, reach at least the EU
standards and make a sustainable business model for plasma derived therapy.

Plasma collection should be expanded abroad according with Good Manufacturing Practices (GMP)
standard prior to building Fractionation Capacity.
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3- Dr. Faten Moftah Mohamed
1- Plasma fractionation current situation in African continent

This talk discussed the following points:

Consequences that prevented plasma fractionation.

Common facts in African Countries:

A large percentage of human plasma (separated from whole blood) is wasted, this wastage is due to
lack of:

1

Uk WwiN

Appropriate standards and technology to ensure required freezing and cold storage condi-
tions.

Functional traceability of donors.

Proper testing to lower the residual viral risk.

Regularity control by national authorities.

Quality system and good manufacturing practices (GMP).

The recommendation:
1. Establishing system to ensure quality and safe blood products.
2. Maximizing component preparation and usage (according to the infrastructure of the BTS, and

- Namibia model is successful, which is:

-Collaboration with NBI since 2013.

-Recovered plasma was stored for 5 years, and shipped in 2022.

-Supply of surplus plasma (77% previously discarded) to NBI.

-100% voluntary non-remunerated blood donation, 84% repeat donors.
-Centralized testing for the whole country.

-Need for more income to fund NAT ID testing.

-Need for PDMPs (Plasma-Derived Medical Products) to treat local patients.
-33,373 L pf recovered plasma was accumulated during 5 years before the cooperation (tool
manufacture) started.

-High cost of discarding unused plasma was part of this decision.

-Strategy to reduce TTls, donor program, then NAT testing were required
by NBI.

-This activity is a perfect example of win — win situation.

-This model was very inspiring to other countries.

needs of the specific country). - Rwanda have step 3 accreditations, and need to update in 2 years, and is now really progressing
3. Standardizing collection, transport, production, testing and storage. to be eligible to export their plasma.
4. Staffing and necessary infrastructure are required to prepare quality blood components.
5. Supporting the local production of quality plasma collected locally from voluntary non-remuner-

ated whole blood and source plasma donors.
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4- Dr. Slama Hmida

The challenges that led to the failure of plasma derivatives manufacturing in Tunisia _Other attempts with Kedrion company from Italy.
-In Tunisian transfusion centers, plasma preparation complies with the conditions of acceptance pf plasma ~The reason for failure the plasma fractionation in Tunisia:
by LFB. - ‘ « Obstacles linked to the local manufacture of plasma derivatives.
-Three centers for plasma fractionation that audit by LFB. - . * Lack of profitability led to two project at Maghreb scale had been approved without success.
-Audit concerns all processes related to plasma production, and conditions to accept plasma for fraction- + Obstacles related to contract processing;
ation - Lack of management illegibility (Ministry’s approval in needed).
‘ ' o ‘ . . ‘ . ‘ - Lack of cash and financial dependence at NBTC.
-This talk discussed also the Tunisia experience in plasma fractionation, which have 3 experiences: - Heaviness of bureaucratic procedure.
* In1997 fractionation of 4000 L of plasma
* In1999 fractionation of 2000 L of plasma -The lack of means in medium and low income countries and the administrative burden constitute some obstacles
* In 2001 fractionation of 3000 L of plasma to the subcontracting plasma fractionation.

-The three experiences concerned plasma type Ill, and concerned plasma only from NBTC (National Blood
Transfusion Council) and allowed the production of albumin and polyvalent immunoglobulins

-The result for financial plan in 1997 & 1999 experiences: there is no amount generate and unprofitable,
which led to the financial return is low.

-Both operations covered 50% of albumin needs and 100% of immune globulin needs.
-There are other attempts to plasma fractionation in 2008, which is financial operation winning, but un-

fortunately this operation was not successful because of the director of Tunisia Central Pharmacy did not
agree to sign the subcontracting.
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5- Dr. Leni von Bonsdorff
1- IPFA’'s view on a country plasma strategy involving the public sector

-International Plasma Fractionation Association (IPFA) mission and it's support the public sector in every
country in having a plasma strategy.

-Importance of every country in having a plasma strategy, where is as integral part of a country’s public
health effort.

-Why we need plasma strategy? We need it to enable robust, safe supply and equitable patient access to
life-saving plasma-derived medicines with a sustainable and secure supply of plasma from which they are
produced.

-Strengthening the contributions and ability of the public sector, will enable us to collect plasma within their
communities and finding suitable ways to organize its fractionation.

-Countries and regions can increase the strategic independence of these vital medicines in a way which is
aligned with wider public health policies and strategies.

-The role of the public sector in the plasma value chain, is small in plasma collection fractionation com-
pared to privet, we need to growth substantially the role of the public sector in plasma collection, and much
plasma collected through recovered plasma is waisted nowadays. We need to encourage public sector to
collect plasma through plasma apheresis programs.

-When we talk to unmet need, we should to involve the public sector, we can't expect the private sector to
be very active in driving this.
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-In country with high health care statues, there may be need to secure plasma collection and supply locally to mi-
grate risks of over dependency on import. On the other hand, in low income country the first step to be taken may
also involve building quality system and expertise into existing blood and plasma collection organizations.

-Detailed plasma strategy for a country or region may vary considerably, because few countries can be truly inde-
pendent and include all the steps of the process, from plasma collection and its fractionation and distribution.

-The underlying health care system, its capacity, challenges and priorities has a considerable impact on the design
and implementation of an appropriate strategy.

-Needs of all patients will be best served by the plasma strategy, which is integrated into public health care policy
and programmers.

-Number of countries impacted by the shortage of immunoglobulins is increasing.

-Discussed the numbers of countries were not affected by a market disruption in 2022, and what are the next steps
for analysis the demand and supply of IgG.

-SUPPLY project and its effect in increasing plasma collection in Europe and its significant investment towards mak-
ing EU more strategically independent.

-Active role of government to support the alignment between plasma collection and PDMP (Plasma-Derived Med-
ical Products) supply:

- Policies and legal framework.

- Investments (in public health).
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6- Dr. Ahmed Taher Albahrani

Plasma production for fractionation -Collection method suggested: 85% is obtained by apheresis source plasma, and 15% recovered plasma.

-General donor eligibility, recovery and frequency of donation and required tests and example of consent and FDA

-This talks discussed the basics of producing and collecting plasma for its fractionation, whereas human is ) o7 )
recommendations for volume limits for automated collection of source plasma.

main provider for plasma, no replacement for human plasma.
~60% of plasma fractionation worldwide come from North America, we will not copy North America expe- -Recovered plasma Vs source plasma, and both are suitable for the manufacture and fractionated plasma products.

rience, but will do the good thing that they did.
' 9 9 Y -Source plasma from paid donors will continue to be the major source of plasma fractionation for many years to

-Plasma Protein Therapeutic Association (PPTA) reported that plasma collection from U.S donors jumped come.

from 29 million in 2013 to 53 million liters in 2019 with = 800 centers, and in 2019 the centers reaches 1041

centers -Safety of the donor and donation and the quality of plasma fractionation required a strong regulatory system that

establishes and enforces standards, regulations and policies.

-Why US is the major supplier of source plasma?

-Paid donor in general, doesn’t have safety issue, we need to study this very carefully, and regarding to FDA,
to ensure the safety of paid donors, the donors must donate at least two times in 6 months, so the first do-
nation not accepted nor the second donation. The third donation is accepted if the donor donates within 6
months’ period, if he not sure, again the cycle within 6 months again.

-Discussed source plasma regulation and standard, and the centers are inspected by national Regulatory
Authorities (NRAs): MOH, CBAHI and SFDA, and all facilities adhere to current Good Manufacturing Practices
(GMP).
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7- Dr. Abdulmajeed Abdulaziz AlAbdullateef

Dry Plasma

-Although the important of dry plasma throughout the decades and how its beginning, the reason of its
stopped, due to hepatitis transmission, because of they don't have solvent detergent and pathogenic inac-
tivation.

-This talk discussed a number of scientific research, where:

* A research about frozen and freeze-dried solvent/detergent treated plasma, the results show the
same and for the speed, the dry plasma winner.

* Otherresearch on the use of dried plasma in prehospital and Austere environments, it shows that dry
plasma is fast, and it's superior than fresh frozen plasma (FFP), because it's very easy to handle, and
it will be in the car and in the back-back of the military soldier.

* Other study about dry plasma showed that it's state of science and recent development, and reduce
logistics requirement is needed to enable plasma transfusion where there medical needed as well it's
very effective.
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-The early transfusion of plasma is important to ensure optimal survival of patients with traumatic hemorrhage. So,
dried plasma provides an alternative for early plasma transfusion in the resuscitation of hemorrhage shock in envi-
ronment, where FFP is not immediately available, it's easy to store, transport, reconstitute and administer.

-In military and remote or austere civilian setting, it may be impossible to move patients to hospital facilities within
the first few hours of injury.

-A dried plasma product with reduced logistical requirements is needed to enable plasma transfusions where med-
ically needed, instead of only where freezers and other equipment are available.

-Historical dried plasma products solved the logistical problem but were abandoned because of disease transmis-
sion.

-Modern methods to improve blood safety have made it possible to produce safe and effective dried plasma, and
its products are available in France, Germany, Sweden and South Africa, and a limited number of other countries.

-Although challenges exist, the in vitro and in vivo data suggest that those products have great potential to be safe
and effective.




8- Mr. Ferdinando Borgese

Kedrion Biopharma and the Italia best practice on self sufficienc
P P y -In the Italy, when the country reach to the sufficient amount from whole blood, it start to collect plasma, to

-Kedrion Biopharma is the 5th world player in plasma-derived field. improve the collection of apheresis.

-When we have a strong collection culture, there is nothing the pandemic to do. -It's better to start to doing toll fractionation. After subjected to strong consultant, we need to make sure that
' our plasma qualified on GMP standard to be manufacture.

-Kedrion has long been a partner of the Italian National Health System (since 1999), in its pursuit of national ' . . ‘ '
self-sufficiency in plasma-derived products. -Today Kedrion collects and fractionates the 48% of total plasma sent to industry by the Italian regions.

-Kerdrion reactivates locally collected plasma from its partner regions, and work on behalf of regional health -Italy relies on the existing plans in the country, and invested in donor retention and awareness.
systems to transform it into pharmaceutical products that are redistributed to hospitals, so they can meet
therapeutic needs of the populations.

-Kedrion has been the sole company operating contract manufacturing in Italy until 2015 (with full distribution
until 2021), then self-sufficiency programme started being regulated by public tender.

-We need to carefully understand the need of country before building a plan, and it has to be a demand in the
country to what we will start to manufacture.
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