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® Injuries — both unintentional and violence-related — take the lives of 4.4 million people around the

world each year and constitute nearly 8% of all deaths.

For people age 5-29 years, 3 of the top 5 causes of death are injury-related, namely road traffic injuries,

homicide and suicide.

* Injuries and violence are responsible for an estimated 10% of all years lived with disability.

Injuries and violence place a massive burden on national economies, costing countries billions of US
dollars each year in health care, lost productivity and law enforcement.

* Preventing injuries and violence will facilitate achievement of several Sustainable Development Goal
(SDG) targets.
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The why and how our trauma patients die:

A prospective Multicenter Western Trauma Association study

Callcut, Rachael A et al. The journal of trauma and acute care surgery

vol. 86,5 (2019): 864-870. doi:10.1097/TA.0000000000002205

Primary Cause of Death

Penetrating| Blunt | Total | p-value

TBI 154 537 691 |p=0.0003
(37.4%) |(47.8%) | (45.0%)

Exsanguination 213 140 353 |p<0.0001
(51.7%) [(12.5%) |(23.0%)

Early Physiologic Collapse 24 125 149 |p=0.0019
(5.8%) [(11.1%) | (9.7%)

Late Physiologic Collapse 17 222 239 |p<0.0001
(4.1%) |(19.8%) | (15.6%)

Airway 3 20 23 |p=0.1329
(0.73%) | (1.8%) | (1.5%)

Sudden Unexpected Event 1 14 15 p=0.076
(0.24%) | (1.3%) [(0.98%)
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Article
National Assessment of Opportunities for Improvement in
Preventable Trauma Deaths: A Mixed-Methods Study

Junsik Kwon 17, Myeonggyun Lee >© and Kyoungwon Jung *

Table 4. Opportunities for improvement by treatment stage for patients who died from hemorrhage.

3.3. Classification by Cause of Death

2017 2019
1 Ph. f Inappropriate Care Related to
Among the 160 preventable trauma death cases, hemorrhage was the leading cause ase of Care pprop: Number (%) Number (%)
0,
of death in 56 cases (35.0%), followed by sepsis or multiorgan failure and central nervous Tnadequate hospital selection 15 (27.8) 8 (50.0)
system injury. Additionally, in some cases the death was due to respiratorv and cardiac Fluid resuscitation 22 (40.7) 4(25.0)

issues, and in seven cases the cause of death was undetermined. In cases with preventable
trauma deaths in 2017, although the causes of death showed a generally similar distribution,

Prehospital Delay or miss in hemostatic procedures 8 (14.8 0 (0.0)
Irway management & (14.5) U (0.0)

there was a difference in which central nervous system injury accounted for more deaths Total 54 16
than sepsis/multiorgan failure (Table 3). i j fal) Lol 2220
Delay in transfusion 16 (20.3) 4(18.2)
Delay in hemostatic procedures 9(11.4) 4(18.2)

Table 3. Causes of mortality in cases with preventable trauma death. ooy =
Interhospital Inadequate hospital selection 2(25) 2(9.1)
2017 2019 Delay in procedures other than hemostasis 17 (21.5) 2(9.1)
Causes o o Airway management 12 (15.2) 1(4.5)
Number (%) Number (%) Inappropriate diagnostic workup 3(3.8) 1(4.5)

Hemorrhage 117 (45.3) 56 (35.0) Total 79 22

Sepsis / multiorgan failure 43 (16.7) 43 (26.9) Delay in hemostatic procedures 66 (21.5) 46 (29.3) I

Central nerve system m]ury 45 (174) 37 (231) Delay in procedures other than hemostasis 75 (24.4) 42 (26.8)
. . elay in lransfusion m.a 1T26.1)
Resplrzftor.y 1ssues 36 (14.0) 12 (7.5) i Inappropriate diagnostic workup 29 (9.5) 17 (10.8)
Cardiac issues 13 (5.0) 5(3.1) Hospital Airway and ventilation management 25 (8.1) 6(3.8)
Undetermined 4 (1.6) 7(44) Documentation 22(7.2) 5(3.2)
Total 258 (100.0) 160 (100.0) Others 2(06) 0(0.0)

Total 307 157

FAKULTNI MUNI Healthcare 2023, 11, 2291. https://doi.org/10.3390/healthcare11162291
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UNDERSTANDING THE DISEASE
: ®
Trauma-induced coagulopathy ek

Derek J. B. Kleinveld'?, Sophie R. Hamada>* and Claudio Sandroni®®”

© 2022 Springer-Verlag GmbH Germany, part of Springer Nature

About one-quarter of patients with severe trauma develop a clotting disorder termed trauma-
induced coagulopathy (TIC) which is fatal in 30-50% of cases.

A. Healthy : B. Early TIC: : C. Late TIC:
Bleeding and tissue damage : Thrombosis and organ failure

TIC starts early after trauma and can be detected in
the most severely injured patients, already at the
scene of the accident. S

(Patho)physiology

Diagnosis
i ' % \\
AN vaE_f

P Redblood cell

N\

Resting and activated platelet Bleeding control X Early thromboprophylaxis
Tranexamic acid ) ( Organ supportive care
sy Fibril v
g € Limit crystalloids/permissive hypotension X Definitive surgical repair
(] = = H
. Endothelial cel with glyocalyx £ ( 1:1:1 transfusion ratio ) ’
f = . i . -
@ ( Ca”'/K*/temperature correction ) ) &3
£ Neutrophil/NETs 2. - : mddaa ! H
= ( Prehospital/early plasma ) H -y i '
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Lymphocyte : Time after injury
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Pathophysiology of Trauma-Induced Coagulopathy

Herbert Schochl 1, Felix C F Schmitt 2, Marc Maegele 2 4

Affiliations + expand
PMID: 38417803 DOI: 10.1055/a-2215-8936

Damage control haemostatic interventions are essential to halt TIC progression.

Resuscitation — associated coagulopathy (RAC)

Endogenous factors TIC: Exogenous factors

 combination of hypovolemic shock * minimise fluid infusion to avoid

e substantial tissue injury dilution of coagulation factors

* endothelialdamage * permissive hypotension

* glycocalyx shedding * correcting hypothermia

* upregulated fibrinolysis * correcting acidosis

* fibrinogen depletion * early administration of tranexamic acid
* altered thrombin generation

 platelet dysfunction * replacing blood products

* replacing calcium

FAKULTNI MUNI
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Whole Blood, Fixed Ratio, or Goal-Directed Blood Component
Therapy for the Initial Resuscitation of Severely Hemorrhaging
Trauma Patients: A Narrative Review

Mark Walsh 12, Ernest E. Moore **, Hunter B. Moore , Scott Thomas %, Hau C. Kwaan , Jacob Speybroeck !,

Mathew Marsee !, Connor M. Bunch '@, John Stillson 1@, Anthony V. Thomas 1 Annie Grisoli ', John Aversa 7,
Daniel Fulkerson §, Stefani Vande Lune ?, Lucas Sjeklocha 1° and Quincy K. Tran 10*

Table 2.

Advantages and disadvantages of whole blood vs. fixed ratio vs. VET-guided BCT.

Advantages

Disadvantages

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

Provides all blood components; avoids
hemodilution

Not physiologically driven

Few RCTs

Unnecessary blood components may be given-
Products currently not universally available;
shorter shelf life

Requires AABB variances and additional cost

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

More RCTs, but questionable validity
regarding 1:1:1 vs. 1:1:2

Blood components readily available

Not physiologically driven

Unnecessary blood components may be given
Does not replenish fibrinogen effectively in
early stages

VET-guided BCT ) _

Provides early physiologically driven
resuscitation

Limits blood product waste

Blood components readily available

Protocols not straight forward; accuracy
operator dependent; steep learning curve
Cannot be used in prehospital setting
Few RCTs
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J Clin Med. 2021 Jan 17;10(2):320. doi: 10.3390/jcm10020320. PMID: 33477257; PMCID: PMC7830337.
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intensive Care Med
Ihttps://doi.org/10.1007/500134-022-06834-7

UNDERSTANDING THE DISEASE
, ®
Trauma-induced coagulopathy

Derek J. B. Kleinveld'?, Sophie R. Hamada>* and Claudio Sandroni*®"

© 2022 Springer-Verlag GmbH Germany, part of Springer Nature

Early activation of massive transfusion protocols employing a balanced
transfusion strategy of 1:1:1 red blood cells, plasma, and platelets.
Based on pathophysiology, replacing fbrinogen and calcium as
essential components of the coagulation cascade is also necessary.

Intensive Care Med https://doi.org/10.1007/s00134-022-06834-7

‘{) 43 Ceska spoletnost anesteziologie

resuscitace a intenzivni mediciny

V tvodni etapé lééby pacient(l se ZOK je doporuéen jeden ze dvou nasledujicich
postupl:

C pouziti jednotek FFP v poméru k ETPvpoméru1:2 (71B)

c podanifibrinogenu a ETP podle jejich aktualnich hodnot/hladin (7C)
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Table 2. Advantages and disadvantages of whole blood vs. fixed ratio vs. VET-guided BCT.

Advantages

Disadvantages

Whole blood

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

Provides all blood components; avoids
hemodilution

Not physiologically driven

Few RCTs

Unnecessary blood components may be given-
Products currently not universally available;
shorter shelf life

Requires AABB variances and additional cost

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

More RCTs, but questionable validity
regarding 1:1:1 vs. 1:1:2

Blood components readily available

Not physiologically driven

Unnecessary blood components may be given
Does not replenish fibrinogen effectively in
early stages

VET-guided BCT

Provides early physiologically driven
resuscitation

Limits blood product waste

Blood components readily available

Protocols not straight forward; accuracy
operator dependent; steep learning curve
Cannot be used in prehospital setting
Few RCTs

Initial coagulation resuscitation
In the initial management of patients with expected massive haemorrhage, we recommend one of
the two following strategies:

GUIDELINES Open Access
The European guideline on management 2
of major bleeding and coagulopathy
followi : sixth editi

. Fibrinogen concentrate or cryoprecipitate and pRBC (Grade 1C)

o FFP or pathogen-inactivated FFP in a FFP/pRBC ratio of at least 1:2 as needed (Grade 7C)

www.fnbrno.cz



KRATKE SDELEN{ / SHORT COMMUNICATION | 127
PoutZiti pIné krve u pacientd se Zivot ohroZujicim krvacenim v disledku traumatu: souhrn a konsenzus jednéni mezioborového panelu
https:/doi.org/10.36290/aim.2024.022

Pouziti plné krve u pacientu se zZivot
ohrozujicim krvacenim v dusledku traumatu:
souhrn a konsenzus jednani mezioborového panelu

Blaha J.", Bohonék M.2?, *Cerny V.*°, Klugar M., Ko&i J."2, Louzil J.?, Rehagek V.,
TruhlaF A5, Zykova 1.531712

Stanovisko 3

soucasny stav odborného poznani a védeckych dlkaz(l predmétné
problematiky neumoznuje oznacit podavani plné krve jako
preferovanou metodu v ramci postupu pfi masivnich krevnich
ztratach nebo v léCbé traumatem indukované koagulopatie.

FAKULT MUNI
: BANG U ICE MED

Table 2. Advantages and disadvantages of whole blood vs. fixed ratio vs. VET-guided BCT.

Advantages

Disadvantages

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

Provides all blood components; avoids
hemodilution

Not physiologically driven

Few RCTs

Unnecessary blood components may be given-
Products currently not universally available;
shorter shelf life

Requires AABB variances and additional cost

Fixed ratio

Simple protocols and uniform dosing

Easy to administer in prehospital and hospital
setting

More RCTs, but questionable validity
regarding 1:1:1 vs. 1:1:2

Blood components readily available

Not physiologically driven

Unnecessary blood components may be given
Does not replenish fibrinogen effectively in
early stages

VET-guided BCT

Provides early physiologically driven
resuscitation

Limits blood product waste

Blood components readily available

Protocols not straight forward; accuracy
operator dependent; steep learning curve
Cannot be used in prehospital setting
Few RCTs

Stanovisko 4

Podani plné krve je moznou alternativou ke stavajicim postuptim
Llécby u pacientl se Zivot ohroZujicim krvacenim pfi zdvazném traumatu,
zejména v podminkach prednemocnicni péce, pfipadné na urgentnich
pfijmech nemocnic.

www.fnbrno.cz



European Journal of Trauma and Emergency Surgery (2025) 51:175
https://doi.org/10.1007/s00068-025-02848-0

ORIGINAL ARTICLE

Pragmatic O-Positive Whole-blood RandoMizaTion in male trauma
Patients (POWeR-MTP)

Anthony M. Strada' - Gus Suarez? - Xian Luo-Owen? - Maryam B. Tabrizi® - Martin G. Rosenthal® . Wesley T. Stevens® -
Sharon S. Lum® - Kaushik Mukherjee?

Methods
Adult male trauma activations requiring uncrossmatched transfusion in the emergency department underwent nonblinded 24-hour block randomization to

receive uncrossmatched Low-titer O-positive whole blood (LTOWB) or component therapy (CT) [packed red blood cells (PRBC) and fresh frozen plasma (FFP)]
in the emergency department (ED).

Table 2 Hospital transfusion (mean+ SD units)

From: Pragmatic O-Positive Whole-blood RandoMizaTion in male trauma Patients

A. All Patients LTOWB(N=40) CT(N=123) P (POWeR-MTP)
value
LTOWB (N = 40) CT(N=123) Pvalue

LTOWB (units) 14+0.75 0 <0.001
PRBC (units) 3.845.6 5.7+6.2 0.077 (edian [10R]) Median [1oR)

) ICU LOS (days) 2.0(0.0, 4.0] 2.0(0.0,5.0] 0.765
FFP (units) 23+38 3.5+43 0.088 Ventilator Duration (days) 1.0[0.0,3.0] 1.0[0.0,3.0] 0.745
PLT (units) 0.43+0.84 0.68+1.3 0.154 Hospital LOS (days) 6.5[1.0,14.8] 7.0[2.0,18.2] 0.993
CRYO (units) 0.13+0.34 0.28+0.68  0.061 Overall Mortality (%) 10.2(4/39) 10.5(13/123) 0.956

Conclusion
This pragmatic RCT has demonstrated that index use of LTOWB is a viable alternative to CT in the frequent trauma setting of hemorrhagic shock in male
patients, and may lead to decreased transfusion.
Although LTOWB did not decrease all-cause mortality, use of LTOWB was associated with notably reduced transfusion of PRBC in patients undergoing HCl,
and a trend toward reduction in transfusion of PRBC, FFP, and CRYO in all patients surviving 24 h
: FAKULTNi MUNI
MED
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Spahn et al. Critical Care 2013, 17:R76
http/ccforum.com/content/17/2/R76

‘c: CRITICAL CARE

Open Access

RESEARCH

Management of bleeding and coagulopathy
following major trauma: an updated European
guideline

Donat R Spahnw, Bertil Boui\lom{ Viadimir Cerny”, Timothy J Coatss, Jacques Duranteau®,
Enrique Fernandez-Mondé] ar’, Daniela Filipescu®, Eever\ey J Hunt®, Radko Komadina'’, Giuseppe Nardi'’,
Edmund Neugebauer Yves Ozmr13 Louis Riddez™, Arthur Schultz's, Jear-Louis Vincent'® and Rolf Rossaint'”

Coagulation monitoring
We recommend that viscoelastic methods also be performed to assistin
characterising the coagulopa-thy and in guiding haemostatic therapy.

Hassaint 1 of, Critical Care_ 2023) 2780 Critical Care
N 04 10,1166/ 13054-073-04373-7

GUIDELINES ‘Open Access

The European guideline on management
of major bleeding and coagulopathy
following trauma: sixth edition

RolfRassaint'", Arash Afsharf’ Berl Bouilon’ iadimir Cerny *, Diana Cimpoesu, Nicola Curmy”™,
ques D i ', Ofiver Grottke, Lars Gren erley

amading", Mikkel Herold Madsen’,
Ca uh 125, Romero'® Lm.\cs Marc Samarna'®, JearrLouis Vincer

Lo
stian Wiberg" and Donat R Spahn'!

Initial coagulation resuscitation
In the initial management of patients with expected massive
haemorrhage, we recommend one of the two following strategies:

* Fibrinogen concentrate or cryoprecipitate and pRBC
(Grade 1C)
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Table 2. Advantages and disadvantages of whole blood vs. fixed ratio vs. VET-guided BCT.

Advantages

Disadvantages

Simple protocols and uniform dosing
Easy to administer in prehospital and hospital

- Not physiologically driven
- Few RCTs
- Unnecessary blood components may be given-

Whole blood ) ;er::rrfies all blood components; avoids Prnduct‘s curr_ently not universally available;
hemodilution shorter shelf life
- Requires AABB variances and additional cost

- Simple protocols and uniform dosing

- Easy to administer in prehospital and hospital - Not physiologically driven
setting - Unnecessary blood components may be given

Fixed ratio - More RCTs, but questionable validity - Does not replenish fibrinogen effectively in

regarding 1:1:1 vs. 1:1:2 early stages

- Blood components readily available

o~

VET-guided BCT

Provides early physiologically driven
resuscitation

Limits blood product waste

Blood components readily available

- Protocols not straight forward; accuracy
operator dependent; steep learning curve

- Cannot be used in prehospital setting

- Few RCTs

Hassaint 1 of, Critical Care_ 2023) 2780 Critical Care
N 04 10,1166/ 13054-073-04373-7

GUIDELINES Open Access

The European guideline on management

of major bleeding and coagulopathy

following trauma: sixth edition

Rolf Rossaint Arashakhal Bertl Boullon’ Viadimir Cerny ™, D\ar\a(m’pﬁest Nm\a(llry
a Fil lw‘ Mnc)u unt'?,

egele'”, Lidia Mora ", Louis Riddez ",
bastian Wiberg'' and Donat R. Spaha™

Ca uh as :k.mun Lmﬂm Mare Samarna'®, Jearr Louis Vincent*

Goal-directed therapy
We recommend that resuscitation measures be continued using a
goal-directed strategy, guided by standard laboratory coagulation
values and/or VEM

(Grade 1B)

www.fnbrno.cz



David et al. Critical Care (2023) 27:141 Critical Care
https://doi.org/10.1186/513054-023-04421-w

RESEARCH Open Access

: . ®
Thromboelastometry-guided haemostatic =
resuscitation in severely injured patients:

a propensity score-matched study

Jean-Stéphane David'#", Arthur James®, Maxime Qrion', Agathe Selves?, Mélody Bonnet', Pauline Glasman?,
Charles-Hervé Vacheron'“* and Mathieu Raux®

Abstract

Background To accelerate the diagnosis and treatment of trauma-induced coagulopathy (TIC), viscoelastic haemo- static assays (VHA) are increasingly used worldwide,
although their value is still debated, with a recent randomised trial showing no improvement in outcome. The objective of this retrospective study was to compare 2
cohorts of injured patients in which TIC was managed with either a VHA-based algorithm or a conventional coagulation test (CCT)-based algorithm.

Results From 2012 to 2019, 7250 patients were admitted in the 2 trauma centres, and among these 624 were included in the study (CCT group: 380; VHA group: 244). After
propensity score matching, 215 patients remained in each study group without any significant difference in demographics, vital signs, injury severity, or laboratory
analysis. At 24 h, more patients were alive and free of MT in the VHA group (162 patients, 75%) as compared to the CCT group (112 patients, 52%; p < 0.01) and fewer
patients received MT (32 patients, 15% vs. 91 patients, 42%, p <0.01). However, no significant difference was observed for mortality at 24 h (odds ratio 0.94, 95% CI
0.59-1.51) or survival at day 28 (odds ratio 0.87, 95% CI 0.58-1.29). Overall cost of blood products and coagulation factors was dramatically reduced in the VHA group
as compared to the CCT group (median [interquartile range]: 2357 euros [1108-5020] vs. 4092 euros [2510-5916], p < 0.001).

Conclusions : VHA-based strategy was associated with an increase of the number of patients alive and free of MT at 24 h together with an important reduction of
blood product use and associated costs.
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Vyhodnoceni spoluprace ZZS KV a TC FN Brno Bohunice

@0‘""’-"(4

2014-2024 489 pacientlisISS> 16

139 pacientl s TIC pocet
pacientl s

ISS score TIC
16-20 11
21-30 40
31-40 31
41-50 34
51-60 4
61-75 19

m TICNE = TIC ANO
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* Vyhodnoceni spoluprace ZZS KV a TC FN Brno Bohunice -TIC

Established TIC upon emergency room admission is a prognostic indicator and is strongly associated with poor

outcomes.

) 2014-2024 Poéet pacientd
Pocet pacienti
sTIC

ISS >16 489
TIC 139

14/139 antikoagulacCniterapie

Pocet pacienti %
Pocet pacientl TIC %

100%

28,4%

.
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Vyhodnoceni spoluprace ZZS KV a TC FN Brno Bohunice

TIC 139 pacient( zemrelo 65 pacientd

do 24 hodin 23 pacientt
12 pacientl zemrelo na OUP
8 na KARIM
3 pacienti COS

m piezilo = zemrelo

m zemielo m zemrelo do 24 hodin
mortalita TIC 46,7% TIC is present in nearly one-third of all severely injured trauma patients
mortalita ISS > 16 13,2% and carries a 50 % mortality rate .
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Hemorrhage Control:

tourniquets

direct pressure
hemostatic dressings
REBOA

FAKULTN{ MUNI
: BRNO CCNICE MED

Reversal of:

hypothermia

acidosis

hypokalcemia

dilution due to crystalloid

and colloid fluid administration

Blood products:

plasma, RBCs and whole blood

thawed plasma
factors concentrates

www.fnbrno.cz



Rossaint etal Critical Care  (2023) 27:80 Critical Care
httpsz/doi.org/10.1186/513054-023-04327-7

GUIDELINES Open Access

. ®
The European guideline on management B
of major bleeding and coagulopathy

following trauma: sixth edition

Rolf Rossaint’”, Arash Afshari?, Bertil Bouillon?, Viadimir Cerny®®, Diana C'n“::-esu", Micola C_L.‘I‘,-""I'a, B
Jacques Duranteau®, Daniela Filip-escum. Oliver Grottke!, Lars nlykke'", Anatole Harrois werley J. Hunt'?,
Alexander Kaserer”?, Radko Komadina'*, Mikkel Herold Madsen?, Marc Maegele™, Lidia Mora'®, Louis Riddez',

-

Carolina 5. Romero'®, Charles-Marc Samama'®, Jean-Louis Vincent?®, Sebastian Wiberg'! and Donat R. Spahn'?

l. Initial resuscitation and prevention of further bleeding

Pre-hospital blood product use

Recommendation 4

No clear recommendation or suggestion in favour or against the use of pre-hospital blood products can be

provided at this time.
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empirické podani fibrinogenu PP

TIC

fibrinogen je kritickym proteinem hemostazy a krevniho koagula

substituce fibrinogenu je dilezitou sou¢dsti multimodalni terapie ZOK

SCORE

Lokalizace krvaceni vySetreni body
hrudnik nestabilita hrudniku 1
bficho peritonealni drazdéni
panev nestabilita 2
MEZIOBOCI;E)SVK\?O&I)JI?()\/ESTC?EKJ\? POSTUP koncetina leva dolni zlomeny dlouhych kosti 1
SRR TR koncetina prava dolni zlomeny dlouhych kosti 1
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DOSPELYCH PACIENTU V INTENZIVNi A
aplikace FBR

4g — 2 baleni

CFoto:Jan Kostik

PERIOPERACNI PECI

PFfi nemoznosti monitorovani hladiny fibrinogenu a predpokladu jeho nizké hladiny doporucujeme podani

koncentratu fibrinogenu u pacientl se 70K co nejdfive i bez znalosti jeho hladiny.
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Future Perspectives

Trauma-Induced Coagulopathy: A Review of Specific Molecular
Mechanisms

by Andrea Capponi ' & and Carlo Rostagno 1.2 &

Innovative treatments of endotheliopathy.

Etanercept

o Modulation of EGL shedding
angiopoietin-1

Doxycylcyne (MMP inhibitor) Reduction of glycocalyx shedding

Dekaparin (synthetic 3.0 heparan sulfate) Modulation of coagulation factors activation, anti-inflammatory effects on endothelial surface

Recombinant-human ADAMTS 13 Decreased coagulopathy and endothelial permeability and induced organ damage
Lactadherin Facilitate removal of extracellular vesicles
Mesenchymal stem cells Promotion of angiogenesis and decrease in endothelial permeability

MDPI and ACS Style

Capponi, A.; Rostagno, C. Trauma-Induced Coagulopathy: A Review of Specific Molecular Mechanisms. Diagnostics 2025, 15, 1435.
NI https://doi.org/10.3390/diagnostics15111435
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Zkracena informace o lécivém pripravku

Zkracena informace o lé¢ivém pfripravku

Nazev pripravku: Haemocomplettan P 20mg/ml prasek pro injekéni/infuzni roztok.

Kvalitativni a kvantitativni slozeni: Prasek pro pfipravu injekéniho roztoku nebo infuzniho roztoku pro intravendzni podani obsahujici 1 g nebo 2 g lidského fibrinogenu (fibrinogenum humanum) v jedné injekéni
lahvi¢ce. Pfipravek obsahuje 20 mg/ml lidského fibrinogenu po rekonstituci s 50 ml vody pro injekci pro Haemocomplettan P 1 g nebo 100 ml vody pro injekci pro Haemocomplettan P 2 g. Vyrobeno z plazmy lidskych
darcl. Terapeutické indikace: LéCba a profylaxe hemoragickych onemocnéni: 1. Vrozena hypo-, dys- nebo afibrinogenemie. 2. Ziskana hypofibrinogenemie vznikajici z: poruch syntézy v pfipadech zavazného poskozeni
jaterniho parenchyma, zvySené intravaskularni spotfeby v dUsledku diseminované intravaskularni koagulace a hyperfibrinolyzy, zvySené ztraty krve. Davkovani a zptsob podani: 1. Profylaxe u pacientd s vrozenou hypo-
. dys - nebo afibrinogenemii a zndmou tendenci ke krvaceni. Aby se zabranilo nadmérnému krvaceni béhem chirurgickych zakrokd, je doporu¢ovana profylakticka l&cba zvySenim hladiny fibrinogenu na 1 g/l a udrZeni
koncentrace fibrinogenu na této Urovni aZ do zastaveni krvaceni a nad 0,5 g/l az do kompletniho zhojeni rany. V pfipadé chirurgickych zakrok( nebo lé¢by krvaceni se musi davka vypoditat takto:Davka (g) = [poZzadovana
uroven (g/l) - zakladni Uroven (g/1)] x 1/17 (g/U/g/kg) x télesnd hmotnost (kg). Nasledné davkovani (davky a Cetnost injekci) by mélo byt upraveno na zakladé klinického stavu pacienta a vysledk( laboratorniho vysetieni. 2.
Lécba krvaceni. Dospéli: Zpravidla se podava nejprve 1-2 g pfi nasledujicich infuzich, jak je poZzadovano. V pfipadé zavazného krvaceni, tj. porodnického uZiti / odtrzeni placenty, mGzZe byt vyzadovano velké mnozstvi
fibrinogenu (4-8 g). Déti: Davkovani by mélo byt uréeno podle télesné hmotnosti a klinického stavu, ale je obvykle 20-30 mg/kg. Zplsob podani: Intravendzni infuze nebo injekce pomoci aplikaéniho zafizeni.
Kontraindikace: Hypersenzitivita na lé€ivou latku(y) nebo na kteroukoli pomocnou latku. Zjevna trombdza nebo infarkt myokardu, s vyjimkou pfipadl zivot ohrozujiciho krvaceni. Zvlastni upozornéni: U pacientl s
vrozenym nebo ziskanym deficitem existuje riziko vzniku trombdzy, pokud jsou léceni lidskym fibrinogenem, a to zejména pfi vysokych davkach nebo po opakovaném podani. Pacienti, ktefi dostavali lidsky fibrinogen,
musi byt peélivé sledovani na pfiznaky trombdzy. U pacientd s anamnézou ischemické choroby srdeéni a infarktu myokardu, u pacient( s jaternim onemocnénim, u pacientl pfed nebo po operaci, u novorozencli nebo u
pacient( s rizikem tromboembolickych pfihod nebo diseminované intravaskularni koagulace musi byt zvaZzen potencialni pfinos &¢by s lidskym plazmatickym fibrinogenem proti riziku tromboembolickych komplikaci.
Opatrnost a peclivé sledovani je nezbytné. Ziskana hypofibrinogenemie je spojena s nizkou koncentraci vSech koagulacnich faktor( v plazmé (nejen fibrinogen) a inhibitor(l, a tak by méla byt zvaZzena |éEba pfipravky
z krve, které obsahuji koagulac¢ni faktory (s nebo bez podavani koncentratu fibrinogenu). Je nutné peclivé sledovani koagulacniho systému. Pokud dojde k alergické nebo anafylaktické reakci, musi byt injekce/infuze
okamzité zastavena. V pfipadé anafylaktického Soku je tfeba dodrZzovat standardni lékaFské postupy pro lé€bu Soku. Interakce: Nejsou znamy. Fertilita, téhotenstvi a kojeni: Téhotenstvi: Reprodukéni studie na
zvitatech nebyly provedeny. Légiva latka je lidského plvodu, je metabolizovdna stejnym zplsobem jako pacientovy vlastni bilkoviny. Nepfedpoklada se, Ze tyto fyziologické slozky lidské krve maiji negativni vliv na
reprodukci nebo na plod. Bezpecénost fibrinogenovych pfipravkl z lidské plazmy nebyla v kontrolovanych klinickych studiich stanovena. Klinické zku$enosti s fibrinogenovymi pfipravky v lé&bé porodnich komplikaci
naznacuji, Ze se nedaji oekavat zZadné Skodlivé ucinky na pribéh téhotenstvi nebo zdravi plodu nebo novorozence. Kojeni: Neni znamo, zda je Haemocomplettan vyluovan do matefského mléka. Bezpecnost
fibrinogenovych pfipravk( z lidské plazmy pro pouziti béhem kojeni nebyla v kontrolovanych klinickych studiich stanovena. Riziko pro kojené dité nelze vylougit. Fertilita: Udaje nejsou k dispozici. Uéinky na schopnost
fidit a obsluhovat stroje: Zadny vliv. Nezadouci uéinky: Vzacné: Alergické nebo anafylaktické reakce (jako generalizovana kopfivka, vyrazka, pokles krevniho tlaku, dusnost), zvy$eni télesné teploty. Velmi vzécné:
Tromboembolické pfihody (véetné infarktu myokardu a plicni embolie). Pro Uplny vyéet vzacnych nezadoucich uéink( ¢téte Souhrn Udajd o pfipravku v plné verzi. PFfedavkovani: Aby se pfedes$lo pfedavkovani, je
indikované pravidelné monitorovani plazmatické hladiny fibrinogenu v pribéhu léCby. V pfipadé pfedavkovani se zvy$uje riziko vzniku tromboembolickych komplikaci. *Doba pouZitelnosti: 3 roky. Chemicka a fyzikalni
stabilita pro rekonstituovany pfipravek byla prokdzana na dobu 8 hodin pfi pokojové teploté (max. +25 °C). Z mikrobiologického hlediska ma byt pfipravek pouZit okamzité po rekonstituci. Neni-li rekonstituovany
pfipravek pouzit okamzité, doba uchovavani nesmi prekrogit 8 hodin pfi pokojové teploté (max. +25 °C). Rekonstituovany pfipravek nesmi byt uchovavan v chladni¢ce. *Uchovavani: Uchovavejte pfi teploté do 25°C.
Chrante pfed mrazem. Uchovavejte lahvi¢ku ve vnéjsSim obalu, aby byl pfipravek chranén pfed svétlem. Druh obalu a obsah baleni: Lahvi¢ka obsahujici 1 g nebo 2 g lidského fibrinogenu, filtr a davkovaci hrot. Jméno a
adresa drzitele rozhodnuti o registraci: CSL Behring GmbH, Emil-von-Behring-Strasse 76, D-35041 Marburg, Némecko. Registracni €islo: 75/395/93-C. Datum prvni registrace: 19.5.1993. Datum posledniho
prodlouzeni registrace: 17.12.2014. Pfipravek je vazan na lékaisky predpis a je hrazen z prostiedki vefejného zdravotniho pojisténi. Uplnou informaci pro predepisovani najdete v Souhrnu informaci o pfipravku (SmPC).
Vice informaci se dozvite na adrese CSL Behring s.r.o., Vyskocilova 2a/1461, 140 00 Praha 4, tel. 241416441, www.cslbehring.cz

*VSimnéte si zmén v textu této zkracené informace o pfipravku. ZIP-HCOM-v002



