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SUMMARY OF SAFETY AND CLINICAL PERFORMANCE – INFORMATION FOR THE 

HEALTHCARE PROFESSIONAL 

This Summary of Safety and Clinical Performance (SSCP) is intended to provide public access 
to an updated summary of the main aspects of the safety and clinical performance of the 
device. 

The SSCP is not intended to replace the Instructions For Use as the main document to ensure 
the safe use of the device, nor is it intended to provide diagnostic or therapeutic suggestions 
to intended users or patients. The following information is intended for users/healthcare 
professionals. 

Following this information there is a summary intended for patients. 

 

1 DEVICE INDENTIFICATION AND GENERAL INFORMATION 

1.1 Device trade names (this includes all trade names the device may have on the 
market in different Member States)  

aXess Hemodialysis Conduit 

1.2 Manufacturer’s name and address  

Xeltis B.V. 
De Lismortel 31 
5612 AR Eindhoven  
The Netherlands 

1.3  Manufacturer’s SRN (single registration number)  

NL-MF-000042709 

1.4 Basic UDI-DI  

87208924750AX00139 

1.5 Medical device nomenclature / description / text 

EMDN code: P07010299 

vascular prostheses, synthetic - other 

1.6 Class of device 

Class III (Rule 8) 

1.7 Year when the first certificate (CE) was issued covering the device  

N/A 

1.8 Authorized representative if applicable  

N/A 
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1.9 NB’s name (the NB that will validate the SSCP) and the NB’s single identification 
number 

BSI Group The Netherlands B.V. 
Say Building, John M. Keynesplein 9, 1066 EP 
Amsterdam, Netherlands 

Identification Number: 2797 

 

2 INTENDED USE OF THE DEVICE 

2.1 Intended purpose 

The aXess Hemodialysis Conduit is intended for use as a vascular implant in patients requiring 
access for hemodialysis. 

2.2 Indication(s) and target population(s)  

Indication for use: The aXess Hemodialysis Conduit is indicated for patients with end-stage 
renal disease (ESRD) who require arteriovenous hemodialysis access in the upper extremities. 

Intended Patient Population: The aXess Hemodialysis Conduit is intended for adult patients 
suffering from ESRD, requiring a vascular access for hemodialysis and having a suitable 
anatomy according to the treating physician (e.g. artery and vein with a lumen diameter of 
3mm or greater). 

 

2.3 Contraindications and/or limitations  

None known 

3 DEVICE DESCRIPTION 

3.1 Description of the device 

3.1.1 General overview 

The aXess Hemodialysis Conduit is a vascular implant comprising two porous electrospun 

bioresorbable polymer layers, and a nitinol microskeleton (also referred to as strain relief 

system (SRS)) embedded within the polymer. The nitinol component provides kink resistance 

and extends through most of the conduit, leaving the ends free to facilitate trimming and 

customization during surgical anastomosis (see Figure 1).  

The aXess conduit is made of a fully synthetic bioresorbable supramolecular polymer, 
designed to facilitate endogenous tissue restoration (ETR). The resorbable polymer 
microporous scaffold- is the host for own patients’ human cells allowing the transformation of 
the aXess scaffold to a natural human like vascular access vessel. Post implant, aXess 
provides rapid vascular access with its unique ‘’self healing’’ properties throughout its entire 
lifetime. 

The proprietary bioresorbable polymer used in aXess is free from intentionally introduced per- 

and polyfluoroalkyl substances (PFAS). The aXess is a single use, sterile device and the 

product is sterilized by gamma irradiation.  
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Figure 1: aXess Hemodialysis Conduit (A: axial view, B: cross section, C: scanning electron 

microscope picture illustrating porosity) 

The aXess conduit undergoes gradual absorption with the majority of the polymer mass 
(>50%) remaining after 3 months and near-complete absorption (<10% mass remaining) after 
24 months, both observed in a sheep arteriovenous shunt model.  

Histopathological assessment of retrieved aXess clinical specimen supports a similar remod-
eling process for patients although rate of absorption may vary between patients and is gen-
erally slower compared to the sheep. 

 

3.1.2 Device versions 

The aXess-S is intended to be used in a straight configuration while the aXess-L is intended 

to be used in a loop configuration and is therefore longer. 

See Figure 2 for schematic representation of the two device versions with indication on where 

the device can be cannulated. 

The available sizes of the aXess device are listed in Table 1. 

 

  

A 

B C 
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Table 1: Model aXess Hemodialysis Conduit and dimensions 

Model device Fiber diameter Inner diameter Total length 
Minimum usable 

length* 

aXess-S 4 – 6 µm 6 mm 24 cm 16 cm 

aXess-L 4 – 6 µm 6 mm 32 cm 24 cm 

*presents the heel-to-heel length of the aXess when trimmed. The heel of the anastomoses is ~2mm from the SRS on each 
end. 

 

 

 

Figure 2: Schematic drawing of the loop (aXess-L) configuration (A) and the straight 
configuration (B) of the aXess device.  Puncture in white region of SRS only annotated as 
“Puncture Here” zones. White dots indicate locations for arterial needles and black dots 
locations for venous needles. 

3.1.3 Materials of construction / composition 

The material of construction for aXess are provided in Table 2.  
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Table 2:  aXess Hemodialysis Conduit – Material of constructions 

Component Material 
Name 

Material description Composition / Grade Level of Patient 
exposure (g) (size 
L)* 

Polymer  XP-034  

 

Polycarbonate-based 
polyurethane 

~35% polyurethane and 
~65% polycarbonate 

1.5 g 

SRS Nitinol  Wrought Nickel-
Titanium Shape 
Memory Alloy  

Nominal 54.5 % to 
57.0 % nickel 

ASTM F2063-18  1.1 g 

*The weight of each material is based on the size L device prior to trimming. The material in the patient's implant 
may weigh less. 

 

 

3.1.4 Mode of operation 

The aXess conduit achieves its intended function via two main physical/mechanical modes of 
actions. First, the conduit serves as a structural and functional mechanical access graft for 
hemodialysis. Second, the porous nature of the polymer scaffold combined with its 
bioresorbable nature allows for the natural healing process to create a structural functional 
natural conduit, thereby gradually replacing and taking over the mechanical function of the 
polymer component of the device. 

The aXess device acts upon implantation as a functional vascular conduit and does not require 
a “maturation” period as compared to an autologous arteriovenous fistula. Thus, the conduit 
can act as a functional hemodialysis access vascular graft, which can be cannulated for 
hemodialysis access after the initial postoperative healing period of approximately 2 weeks. 
Within a few minutes after implant, the device becomes hemostatic. This is a passive process, 
relying on platelet aggregation and fibrin formation within the aXess porous microstructure. 
Over time, the device provides a mechanical and structural three-dimensional passive scaffold 
for cell ingrowth driven by the body’s natural healing process. This process is called the 
Endogenous Tissue Restoration (ETR) and is initiated by an influx of macrophages permeating 
the porous microstructure of the aXess device consistent with the natural tissue response to 
implanted biomaterials. These cells are followed by transmural ingrowth of a new 
microvasculature providing nutrient to myofibroblasts and smooth muscle cell (SMC)-like 
phenotypes that are capable of filling the pores within the implant with collagen-rich neotissue 
taking over functionality. In parallel collagen-rich neotissue layers are formed at the abuminal 
(neoadventitia) and luminal aspect (neointima) of the implant. Over time, the neointimal surface 
is covered with endothelial cells that grow in transmurally through the newly formed 
microvasculature. Parallel to build up of neotissue, macrophages secrete reactive oxygen 
species (ROS) and fuse into multinucleated giant cells to facilitate gradual absorption and 
phagocytosis of the implant material. The proposed remodeling paradigm based on currently 
available preclinical and clinical data is shown schematically in Figure 3. The end result is a 
fully functional and living vessel with properties analogous to autologous vessels. 
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Figure 3: Schematic diagram using a conduit cross section to illustrate the proposed paradigm 
of Endogenous Tissue Restoration based on currently available preclinical and clinical data. 
The different stages of remodeling are shown in clockwise direction:  

1. Early Phase (0-3 months) 
a. Hemostasis within minutes after implant by infiltration of fibrin and other blood 

components 
b. Diffuse macrophage infiltration with onset of polymer absorption at ablumen 
c. Early physiological healing and tissue growth at ablumen 

2. Intermediary phase (3-12 months) 
a. Continued polymer absorption with abluminal giant cell formation  
b. Early formation of capillaries originating from abluminal tissue 
c. Onset of new connective tissue formation (via myofibroblasts)  

3. Advanced phase (6-24 months) 
a. Formation of giant cell-rimmed, actively absorbing, polymer islands  
b. Locally complete polymer absorption with resolution of inflammation  
c. Transmural capillary formation 
d. Neointima formation rich in smooth muscle cells with focal endothelial cells  

4. Final/quiescent stage (>24 months) 
a. Uniform & complete polymer absorption 
b. Collagenized wall with inflammation resolution (neomedia) 
c. Reduction in transmural vascularity (quiescence) 
d. Mature, endothelialized, stable neointima  

 

As mentioned above, the device has two modes of action: a) as a functional mechanical he-
modialysis access conduit, and b) as a structural passive scaffold for the natural healing pro-
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cess. Both of these modes of action are physical/mechanical. The passive nature of the scaf-
fold does not involve any biological mechanism and is similar to that of other passive scaf-folds 
composed of polymers, collagen, etc., that are also regulated as medical devices. The 
polymer, as used in the aXess conduit, does not actively stimulate tissue growth as there are 
no binding agents and no active ingredients added. In addition, no specific surface texture is 
applied to the fibers to enhance tissue ingrowth or to actively attract cells from the environ-
ment. The implant acts purely as a passive scaffold to facilitate natural restoration of tissue. 
The passive nature of the scaffold is supported by animal study results demonstrating a nor-
mal healing process 

3.2 Reference to previous generation(s) or variants if such exist, and a description 
of the differences  

N/A. 

 

3.3 Description of any accessories which are intended to be used in combination 
with the device 

No accessories are supplied with this device. 

 

3.4 Description of any other devices and products which are intended to be used in 
combination with the device 

Required materials for implantation  

− 37°C saline or Lactated Ringer’s solution to pre-wet aXess.  

− Container long enough to submerge aXess without bending or kinking it.  

− Atraumatic instruments.  

− Sheath tunneller with inner diameter of 8 mm minimum, and outer diameter of 12 mm 

maximum.  

− Non-absorbable monofilament suture, such as Prolene (size 6-0/7-0).  

 

Required materials for cannulation  

16G or 17G standard sharp needles or plastic cannula needles. 

 

Required materials for intervention  

Thrombectomy, angioplasty, stenting to be performed as needed.  

 

4 RISKS AND WARNINGS 

4.1 Residual risks and undesirable effects 

As described in Section 5, clinical investigations were performed on the aXess Hemodialysis 
Conduit. The quantitative data on residual risks and undesirable side effects presented in this 
section is primarily coming from the clinical investigations on the aXess Hemodialysis Conduit 
and supplemented by systematic review of the literature on similar devices. 
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General complications reported with the surgical implantation of hemodialysis vascular access 
grafts include general risks that are related to the surgical procedure and use of aXess. These 
general risks could also apply to the surgical implantation and use of aXess, including but not 
limited to:  
 
Very common (More than 10%) 

• Non-infectious fluid collections/accumulation: hematoma, seroma, lymphocele, 
edema  

• Pain 

• Pseudoaneurysm at the puncture site 

• Stenosis 

• Thrombosis / Occlusion 

Common (between 1 and 10%) 

• Abnormal inflammatory/healing response (e.g., non-infective surgical incision site 
healing disorder, necrosis)  

• Anastomotic complications 

• Aneurysm, dilatation, or dissection of the aXess conduit 

• Bleeding (intraoperative, postoperative, or at the puncture site) 

• Mechanical disruption or tearing of the suture line, conduit, and/or host vessel 

• Infection 

• Remote non-device related complications: steal syndrome, venous hypertension, 
neuropathy 

• Skin ulceration/erosion 

Uncommon (between 0.1 and 1%) 

• Limb ischemia 

Rare (less than 0.1%) 

• Allergic-type hypersensitivity reactions may occur after repeated exposure to similar 
materials as the device. 

• Embolism (air, material, thromboembolism) 

• Death (Life-threatening bleeding event) 

 

4.2 Warnings and precautions 

Warnings 

• aXess is for single use only, do not reuse or resterilize. 
• Do not use if the packaging has been damaged, opened, or the use by date has passed, as 

sterility may be compromised. 
• Do not use aXess if it has been dropped, shows signs of damage, deterioration, or 

imperfections. 
• Do not implant an aXess-L in a straight configuration. 
• Use atraumatic instruments including clamps/forceps (or use protective boots) and non-cutting 

needles to prevent damage to aXess. 
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• Use standard tunnelling techniques to implant aXess, ensuring that the tunneler is placed 
between 3 and 10 mm under the skin. Avoid tunneling without an appropriately sized safety 
sheath, as this may lead to deformation or damage to the conduit. 

• Do not use electrocautery in close proximity of aXess due to the risk of local melting, leading 
to possible structural damage or altering of the resorption behavior. 

• Do not implant aXess in patients with active local or systemic infections, bleeding disorders or 
thromboembolic disease.  

• Warn patients of potential hypersensitivity reactions due to the presence of nitinol, an alloy of 
nickel and titanium. Individuals with known allergies to these metals may experience an allergic 
or hypersensitivity response. Counsel patients prior to implantation regarding the device 
materials and the potential for allergic reactions. 

• Always use atraumatic, soft-tipped guidewires for endovascular procedures, do not use 
mechanical devices (cutting balloons, burrs, cutters, rotablation) that could damage the inner 
wall or the SRS of aXess. 

• When performing angioplasty within aXess, do not use a balloon size larger than 8 mm. 
• Avoid the use of balloon-expandable stents in the conduit as per standard of care. 

 

Precautions 

General 
• Perform MRI scans in accordance with the MRI Safety Information label found in IFU on page 

9 as aXess contains a non-magnetic metal (Nitinol) structure.  
• Do not implant aXess if there is known or suspected central vein obstruction, as this can lead 

to early patency loss. 
• Use in the following population has not been clinically evaluated: patients with history or 

evidence of severe cardiac condition, patients with uncontrolled or poorly controlled diabetes 
or patients with significantly reduced liver function. 

• Use in pregnant and breastfeeding patients has not been clinically evaluated. 
 
 
Implantation 

• Ensure that selection of aXess size is done according to vessel mapping performed prior to 
implant. 

• Tear open the aluminum pouch at the designated notch, marked “tear here”. 
• Do not implant aXess across the elbow.  
• Avoid severe kinking, stretching, twisting or any permanent deformation of aXess as early 

occlusion or stenosis might occur. 
• Avoid cutting the SRS when trimming aXess to length for implantation and position the heel of 

the anastomosis between 1 to 3 mm from the SRS, see Figure 3 of the IFU.Use only synthetic, 
non-absorbable monofilament sutures for suturing aXess. 

• Place suture bites no more than approximately 1 mm from the free edge of the conduit to 
prevent conduit material from protruding into the anastomosis, which could obstruct blood 
flow.Do not allow stagnant blood to reside in the conduit for an extended period of time. Flush 
aXess with saline removing any residual blood before the final anastomosis is completed. 
 

 
Vascular access cannulation 

• Do not use a tourniquet on the arm with aXess. 
• Do not use needles with a back-eye. 
• Do not use needles larger than 16G to puncture aXess.  
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• Cannulate with the needle in the bevel-down position. 
• Do not puncture in the U-bend region when using a looped configuration or within 10 mm from 

the end of the SRS (see Figure 4 of the IFU). 
• Do not puncture within a pseudoaneurysm, in accordance with international guidelines. 

 
 
Intervention 

• Use caution when cutting the SRS during interposition procedures to avoid material embolism. 
• In case of a surgical intervention done through aXess, especially in the first 6 months post 

implantation, consider the use of pledgeted sutures to close the conduit incision.  
• If percutaneous intra-conduit access is required, the catheter size should be ≤ 8 Fr. 
• Avoid using thrombolytic agents in the first month following implantation as they may dissolve 

the clot within the conduit during the early healing phase 
• When performing endovascular procedures, ensure proper positioning within the lumen using 

local standard of care procedures to reduce the risk of delamination or false lumen formation. 
• When performing percutaneous reinterventions on pseudoaneurysms, make sure the 

guidewire does not get entangled in the SRS by gently inflating a 6mm balloon in the 
pseudoaneurysm region. 
 

4.3 Other relevant aspects of safety, including a summary of any field safety 
corrective action (FSCA including FSN) if applicable 

N/A 

 

5 SUMMARY OF CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-

UP (PMCF) 

5.1 Summary of clinical data related to equivalent device, if applicable 

An equivalent device was not used for this clinical evaluation. 

5.2 Summary of clinical data from conducted investigations of the device before the 
CE-marking, if applicable  

 

Two clinical investigations have reached their primary endpoints and are still ongoing for 
longer term follow up: the First-in-Human (FIH) and the pivotal study 

 

5.2.1 aXess FIH study 

 

Title: First-in-Human (FIH) Study of the Xeltis Hemodialysis Access Graft: aXess-
FIH study. 

Study Identifier: XEL-CR-08 

Study Registration: https://clinicaltrials.gov  

NCT04898153 
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Study Description: A prospective, single arm, non-randomized FIH feasibility study to evaluate 
the preliminary safety and performance of the Xeltis hemodialysis access 
graft in subjects older than 18 years with end-stage renal disease, who plan 
to undergo hemodialysis for at least the first 6 months after study access 
creation, and are deemed not suitable for fistula creation by the operating 
surgeon. 

Objective: The objective of this feasibility study is to assess the preliminary safety and 
performance of the Xeltis hemodialysis access (aXess) graft. 

Endpoints:  

 

Primary Endpoints:  

1) Freedom from device-related SAE during the first 6 months 
(assessed at discharge, 30d, 3M, 6M)1) 

2) Functional patency rate at 6 months2) 

 

Secondary endpoints: 

1) Freedom from device-related SAE at 12, 18, 24, and 60 months1) 

2) Functional patency at 12, 18, and 24months2) 

3) Patency (primary, primary assisted and secondary) at 6, 12, 18, 24 
and 60 months3) 

4) Time to potential central venous catheter removal 

5) Time to loss of patency (primary, primary assisted and secondary) at 
6, 12, 18, 24, and 60 months 

6) Rate of access related interventions required to achieve/maintain 
patency at 6, 12, and 24 months 

7) Rate of access site infections4) at 6, 12 and 24 months 

8) Proportion of hemodialysis (HD) sessions completed via central 
venous catheter (CVC) (1 or 2 needles) during the first 12 months, 
irrespective of access abandonment 

9) Number of days with CVC in situ (catheter contact time) during the 
first 12 months, irrespective of access abandonment 

10) Pseudoaneurysm formation at 6, 12 and 24 months 

 

1)Serious Adverse Events (SAE): Composite of true aneurysm formation, 
severe graft or anastomotic bleeding, graft or anastomotic rupture, graft 
infection, inflammation/infection at the implantation site 

2)Functional patency: Defined as dialysis with "2 needles for ≥75% of 
dialysis sessions over a continuous 4-week period and either: (1) 4 
consecutive sessions during the 4-week period in which 2 needles are 
used and the mean dialysis machine blood pump speed is ≥300 mL/min, 
or (2) a measured spKt/Vurea is ≥ 1.4 or urea reduction ratio >70% 
during any session in which 2 needles are used within the 4-week period. 
SpKt/Vurea is calculated from pre- and post-treatment serum urea 
nitrogen concentrations, body weight, and dialysis session duration." The 
4-week time window is defined as the last 4 full weeks prior to the FU 
timepoint. 

3)Primary patency: Defined as the interval between vascular access 
creation and the first intervention to maintain or restore patency. 

Assisted primary patency: Defined as the interval between vascular 
access creation and the first occlusion (thrombosis), including 



 

 

AXESS  

 SUMMARY OF SAFETY  

AND CLINICAL PERFORMANCE 

Rev.: B 
Page: 12 of 25 

 

interventions (operative or endovascular) aimed to maintain the 
functionality of the vascular access. 

Secondary patency: Defined as the interval between vascular access 
creation and abandonment with or without interventions (operative or 
endovascular) aimed to maintain the functionality of the vascular access, 
including occurrence of a censored event (death, change of modality, 
loss of follow-up). 

4)Surgical site infection: Defined as an infection that occurs after surgery 
in the limb of the surgical site, which can be superficial or involve deep 
tissue or implanted material. CDC, 2020 

Study Population: Up to 20 subjects older than 18 years of age with end-stage renal disease, 
who plan to undergo hemodialysis for at least the first 6 months after study 
access creation, and are deemed not suitable for fistula creation by the 
operating surgeon. 

Detailed 
Description: 

The aXess graft is a sterile, fully synthetic polymer-based vascular graft, 
consisting of a tubular structure, either 32 cm in length (loop configuration), 
or 24 cm in length (straight configuration), and 6 mm in inner diameter. It is 
comprised of a highly porous polymer matrix and an electropolished nitinol 
reinforcement layer (SRS – Strain Relief System) at its center. 

Investigational 
device: 

Xeltis hemodialysis access graft – aXess 

aXess-L (loop) & aXess-S (straight) 

Procedure: 

 

Implantation of a fully synthetic polymer vascular graft in an arteriovenous 
shunt position. Study subjects will receive an aXess graft to the forearm or 
upper arm using standard vascular surgical techniques. Placing the graft 
across the elbow will be avoided. 

Medication: According to local guidelines  

Participant 
Duration: 

All subjects will be implanted with one single aXess graft. Subjects will be 
assessed at baseline, at day 01), and hospital discharge, at week 1, at first 
dialysis session, and at 1, 3, 6, 9 12, 18, and 24 months, and yearly 
thereafter until 60 months. 
1) Day 0 is defined as day of access creation  

Inclusion Criteria: 

 

1) Subjects older than 18 years with end-stage renal disease (ESRD) 
who are not, or who are no longer, candidates for creation of an 
autogenous AV fistula, and therefore require placement of an AV 
graft in the upper extremity to start or maintain hemodialysis therapy 

2) Suitable anatomy for the implantation of an aXess graft 

3) The patient has been informed about the nature of the study, agrees 

to its provisions, and has provided written informed consent 

4) The patient has been informed and agrees to pre- and post- 

procedure follow-up 

5) Life expectancy of at least 12 months 

Exclusion Criteria: 

 

1) History or evidence of severe cardiac disease (NYHA Functional 
Class IV and/or EF <30%), myocardial infarction within six months of 
study entry, ventricular tachyarrhythmias requiring continuing 
treatment, or unstable angina 

2) Stroke within six months before study entry 
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3) Active clinically significant autoimmune / inflammatory disease, 
immunodeficiency (including AIDS / HIV), use of immunosuppressive 
therapy or medication that likely interferes with restorative therapies 

4) Abnormal blood values (e.g., leukopenia with white blood cell count 
(WBC) <4,000/mm3 and/or anemia with Hemoglobin <8g/dL and/or 
thrombocytopenia <100,000/mm3) that could influence patient 
recovery and or/ graft hemostasis 

5) Any active local or systemic infection (WBC > 15,000/mm3) 

6) Uncontrolled or poorly controlled diabetes* or hospitalization for poor 
glucose control within the previous 6 months  

7) Reduced liver function, defined as: >2x the upper limit of normal for 
serum bilirubin, aspartate transaminase (AST), alanine transaminase 
(ALT), and alkaline phosphatase; International Normalized Ratio 
(INR) > 1.5 or prothrombin time (PT) > 18 seconds  

8) Known heparin-induced thrombocytopenia 

9) Active bleeding disorder and/or any coagulopathy or thromboembolic 
disease  

10) History or evidence of severe peripheral vascular disease in the 
upper limbs 

11) Known or suspected central vein obstruction on the side of planned 
graft implantation 

12) Previous dialysis access graft in the operative limb unless the aXess 
graft can be placed more proximally than the previous failed graft 

13) More than 1 failed dialysis access graft in the operative limb 

14) Anticipated renal transplant within 6 months 

15) Subjects receiving a forearm graft which crosses the elbow 

16) Allergies to study device (Nitinol) or agents/medication, such as 
contrast agents, aspirin, or clopidogrel that can’t be controlled 
medically 

17) Pregnant or breastfeeding woman or woman in fertile period not 
taking adequate contraceptives 

18) Subject is participating in another study 

19) Previous enrollment in this study 

20) Any other condition which, in the judgement of the investigator would 
preclude adequate evaluation for the safety and efficacy of the study 
conduit 

 

*Poorly controlled diabetes defined as subjects with hemoglobin 
A1c>8.0% despite standard care 

 

The First-in-Human (FIH) clinical study (XEL-CR-08) of the aXess graft is being conducted in 
4 European countries (Belgium, Italy, Latvia and Lithuania) at 6 sites and enrolled 20 
subjects with the first subject implanted in June 2021 and the last subject implanted in 
September 2022. The study population consists of 65% males and 35% females with an 
average age of 59.6 years (age range 32 - 84 years). 

All participants have reached the M24 follow-up and the interim report has been finalized. 
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Of the 20 subjects, 18 subjects completed the 12-month follow-up visit and 2 subjects died 
before the 12-month visit.  Sixteen subjects completed the 18-month follow-up visit, two 
subjects had the device explanted (1 explant due to thrombosis and 1 explant due to fear of 
puncture) prior to the 18-month follow-up visit, leading to early termination of their 
participation in the study. Fourteen (14) subjects completed the 24-month follow-up visit, 1 
subject died and 1 subject had an abandoned graft due to painful puncture after multiple 
pseudoaneurysms prior to the 24-month follow-up, leading to early termination of their 
participation in the study. 

The primary safety endpoint of this FIH study shows 100% freedom from composite device-
related SAEs during the first 6 months post-implant. At 24-month post-implant, freedom from 
composite device-related SAEs was 92.9%. No cannulation-related site infections were 
reported. During the first 12-month post-implant, mean number of days with CVC in situ 
(catheter contact time) was 86.1. In last annual safety report, dated 26th December 2024, 16 
device deficiencies were reported in 10 subjects (50.0%) of the ITT population: 4 device 
deficiencies were reported as graft deformation leading to pseudoaneurysm, 6 graft stenosis, 
2 occlusions, 2 graft ruptures, one delayed closing of puncture hole, and one using error (use 
of 14G needle).   

The performance endpoints, including primary, assisted primary, and secondary patency 
rates of this FIH study at 6-, 12-, 18-, and 24-months post implant are shown in the table 
below.  

 

Patency Rate 

As-Treated Analysis Set 

(N=20) 

n/N (%) 

At 6-month (183 days) post-implant 

Primary Patency rate  16/20 (80.0) 

Assisted Primary Patency rate  19/20 (95.0) 

Secondary Patency rate  20/20 (100) 

At 12-month (365 days) post-implant 

Primary Patency rate  7/18 (38.9) 

Assisted Primary Patency rate  14/18 (77.8) 

Secondary Patency rate  18/18 (100) 

At 24-month (730 days) post-implant 

Primary Patency rate  1/15 (6.7) 

Assisted Primary Patency rate  6/15 (40.0) 
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Primary and secondary measures show that the aXess graft performs as intended and has an 
acceptable safety profile up to 24-months post-implant. At this stage no unexpected eminent 
risks related to the aXess device have been identified. 

 

5.2.2 aXess pivotal study 

Title: 
Prospective, non-randomized pivotal clinical study to assess the safety and 

performance of the Xeltis Hemodialysis Access graft: aXess Pivotal study. 

Study Identifier: XEL-CR-10 

Study Registration: https://clinicaltrials.gov  

NCT05473299 

EUDAMED: CIV-22-06-039802 

Study Description: A prospective, single arm, non-randomized pivotal study to evaluate the 

safety and performance of the Xeltis hemodialysis access graft in subjects 

older than 18 years with end-stage renal disease, who plan to undergo 

hemodialysis for at least the first 6 months after study access creation. 

Objective: The objective of this pivotal study is to assess the safety and performance of 

the Xeltis Hemodialysis Access (aXess) graft. 

Endpoints: 

 

Primary endpoint:  

1.  Primary patency1) rate at 6 months 

 

Primary safety endpoint:  

1. Freedom from device-related SAE during the first 6 months 
(assessed at discharge, 1, 3, and 6 months) 

 

Secondary endpoints: 

11) Implantation success rate2) 

12) Patency1) (primary, primary assisted, secondary, and functional) rates 
at 6, 12, 18, 24 and 60 months 

13) Time (expressed in months) to first intervention and to access 
abandonment 

14) Rate of access-related interventions required to achieve/maintain 
patency at 6, 12, 18, 24, and 60 months 

15) Freedom from device-related SAE at 12, 18, 24, and 60 months 

16) Rate of access site infections at 6, 12, 18, 24, and 60 months 

17) Proportion of hemodialysis sessions completed via central venous 
catheter (CVC) during the first 12 months of access creation and 
access cannulation, irrespective of access abandonment 

Patency Rate 

As-Treated Analysis Set 

(N=20) 

n/N (%) 

Secondary Patency rate  12/15 (80.0) 
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18) Time to first cannulation3) 

19) Following first cannulation, number of days with CVC in situ (catheter 
contact time) during the first 12 months, irrespective of access 
abandonment 

1)Primary patency: Defined as the interval between vascular access 
creation and the first intervention to maintain or restore patency. 

Assisted primary patency: Defined as the interval between vascular 
access creation and the first occlusion (thrombosis), including 
interventions (operative or endovascular) aimed to maintain the 
functionality the vascular access. 

Secondary patency: Defined as the interval between vascular access 
creation and abandonment with or without interventions (operative or 
endovascular) aimed to maintain the functionality the vascular access, 
including occurrence of a censored event (death, change of modality, 
loss of follow-up). 

Functional patency: Defined as the interval between first cannulation and 
abandonment, including occurrence of a censored event (death, change 
of modality, loss of follow-up). 

2)Implantation success rate: Defined as a technically successful aXess 
graft implantation in the planned configuration, free from kinking and 
tension in the anastomoses.  

3)Time to first cannulation: Assessed only in subjects who are already on 
dialysis at the time of implant. 

Study Population: Subjects older than 18 years of age with end-stage renal disease, who plan 

to undergo hemodialysis for at least the first 6 months after study access 

creation, and are deemed not suitable for fistula creation by the operating 

surgeon. 

Number of 

Subjects: 

120 subjects will be enrolled and implanted with the aXess graft in up to 30 

sites in Europe. 

Device Description: The aXess graft is a sterile, regenerative biodegradable polymer-based 

vascular graft, consisting of a tubular structure with a 6mm inner diameter. It 

is comprised of a highly porous polymer matrix and an embedded 

electropolished nitinol reinforcement layer (Strain Relief System). The aXess 

graft is able to support both straight and loop configurations and may be 

implanted in the upper arm and forearm. 

Investigational 

device: 

Xeltis Hemodialysis Access (aXess) graft. 

aXess-L (loop) & aXess-S (straight) 

Procedure: 

 

Implantation of a regenerative synthetic polymer vascular graft in an 

arteriovenous shunt position. Study subjects will receive an aXess graft in 

the forearm or upper arm using standard vascular surgical techniques.  

Medication: According to local guidelines.  

Participant 

Duration: 

All subjects will be implanted with one single aXess graft. Subjects will be 

assessed at baseline, implant (day 0), discharge, and at 1, 3, 6, 12, 18, and 

24 months, and yearly thereafter until 60 months (5 years post-implant). 

Inclusion Criteria: 

 

1. Subjects with end-stage renal disease (ESRD) who require 

placement of an AVG in the upper extremity to start or maintain 

hemodialysis therapy 
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2. At least 18 years of age at screening 

3. Suitable anatomy (e.g. a target vein with a minimum diameter of 

5mm) for the implantation of an aXess graft 

4. The patient has been informed about the nature of the study, 

understands and agrees to its provisions, and has personally 

provided written informed consent 

5. The patient has been informed and agrees to pre- and post- 

procedure follow-up 

6. Life expectancy of at least 12 months 

Exclusion Criteria: 

 

1. History or evidence of severe cardiac disease (NYHA Functional 

Class IV and/or EF <25%), myocardial infarction within six months of 

study enrolment, ventricular tachyarrhythmias requiring continuing 

treatment, or unstable angina 

2. Uncontrolled or poorly controlled diabetes 

3. Abnormal blood values that could influence patient recovery and or/ 

graft hemostasis 

4. Reduced liver function, defined as: >2x the upper limit of normal for 

serum bilirubin, International Normalized Ratio (INR) >1.5 or 

prothrombin time (PT) >18 seconds 

5. Any active local or systemic infection  

6. Known heparin-induced thrombocytopenia 

7. Known active bleeding disorder and/or any coagulopathy or 

thromboembolic disease 

8. Allergies to study device (nitinol) or agents/medication, such as 

contrast agents or aspirin, that can’t be controlled medically 

9. Anticipated renal transplant within 6 months 

10. Known or suspected central vein obstruction on the side of planned 

graft implantation 

11. Previous dialysis access graft in the operative limb unless the aXess 

graft can be placed more proximally than the previous failed graft 

12. Previous enrolment in this study 

13. Subject is participating in another study 

14. Pregnant or breastfeeding woman or woman in fertile period not 

taking adequate contraceptives 

15. Any other condition which, in the judgement of the investigator would 

preclude adequate evaluation for the safety and performance of the 

study conduit 

 

Intra-operative exclusion criteria: 

1. Unsuitable anatomy to implant the aXess graft (e.g. target vein 

and/or artery diameter smaller than anticipated; severe calcification) 

The aXess Pivotal study (XEL-CR-10) study is being conducted in 9 European countries 
(Belgium, Germany, Greece, Italy, Latvia, Poland, Portugal, Spain and UK) at 22 sites and 
enrolled 120 subjects with the first subject implanted in November 2022 and the last subject 
implanted in December 2024. The study population consists of 52.5% male and 47.5% female 
subjects with an average age of 64 (±15) years, ranging from 21 to 89. 

All participants have reached the M6 follow-up and the interim report has been finalized. 
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The primary performance endpoint of aXess pivotal study showed a primary patency rate of 
68.9% at 6 months post-implant. At this timepoint, assisted primary, secondary and functional 
patency rates were reported in 75.7%, 90.3% and 91.3%, respectively. The implantation 
success rate was 99.2% 

The primary safety endpoint of the aXess pivotal study showed 93.3% freedom from device-
related SAEs at discharge. This percentage decreased to 84.0% at 1 month and 71.2% at 3 
months after implant procedure, reaching 55.6% at 6 months post-implant. During the first 30 
days post-implantation, 2 access-related site infections were reported. Between day 30 and 
day 180, 3 access-related site infections occurred. In total, 5 subjects (4.2%) were affected by 
these infections, which corresponded to an incidence rate of 0.21 events per person-year 
during the first 30 days post implant and 0.07 events per person-year between day 30 and 
180. 

Across the 120 subjects, a total of 93 (S)ADEs were reported in 63 subjects (52.4%) up to the 
six-month follow-up visit. Of these, 72 were classified as SADEs, occurring in 61 subjects 
(50.8%). Nineteen device deficiencies were reported in 18 subjects. The most frequently 
reported device deficiencies were graft stent fractures (8 %) and graft occlusion (2 %) . Most 
of the graft stent fractures did not require any surgical or percutaneous reintervention and thus 
were not clinically significant. 

 

The interim analysis of the primary and secondary outcome measures shows that the aXess 
graft performs as intended and has an acceptable safety profile up to 6 months post-implant. 
The primary patency rate is higher than the reference value obtained from studies with similar 
devices (weighted mean 59.50 %), supporting the device’s performance. Moreover, the 
incidence of re-interventions to restore or maintain patency is low compared to other grafts, 
and clinically significant access-related pseudoaneurysms, access-site infections and bleeding 
complications were comparable to reported rates, further reinforcing the device’s safety.  

5.3 Summary of clinical data from other sources, if applicable 

N/A. 

5.4 An overall summary of the clinical performance and safety  

The patency rates obtained with the aXess Hemodialysis Conduit compare favorably with the 
results obtained from studies with similar devices. For the primary patency rates, the results 
obtained with aXess Hemodialysis Conduit are lower than those found in published studies on 
similar devices, except at 6 months, where the value is higher for aXess. The low numbers of 
the FIH study might be explained by the low number of patients. For primary assisted and 
secondary patency rates, the results obtained for the aXess Hemodialysis Conduit appear to 
be very favorable compared to published studies. In the long-term, secondary patency might 
be more important than primary patency, since it reflects the long-term functionality and 
durability of the graft after interventions, ensuring sustained access for dialysis over time, 
which is crucial for patient outcomes and quality of life 

Regarding interventions to maintain or restore patency, the results for aXess lie well within the 
ranges found in the clinical literature for similar devices. Remarkably, this is true despite the 
lower primary patency rates found in the FIH study. 
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Based on the evaluation of the state-of-the-art clinical literature on similar devices, it can be 
concluded that the risk profile of such medical devices is qualitatively and quantitatively well 
characterized.  

Infection rates remained low in the Pivotal study, with a 2 % rate of cannulation related infection 
at 6 months. Most interestingly, it appears that some infections could be treated with antibiotics 
only, illustrating the potential for more conservative treatment with antibiotics as alternative 
before explanting when infection is found. 

Pseudoaneurysms were reported in 26 patients of the Pivotal study, but for only 9 patients 
(8 %) the pseudoaneurysms were clinically significant. Strut fractures have been observed in 
12 patients or 10 % of the study population. Both types of events have lower rates compared 
to the FIH cohort. Trending of clinically significant pseudoaneurysms and SRS fracture will 
continue to be monitored as part of Post Market Follow Up. 

The highest occurring adverse events were thrombosis (pooled cumulative rate over the 2 
clinical studies of 49%) and stenosis (pooled cumulative rate over the 2 clinical studies of 32% 
for clinically significant stenosis). These are typical events for arteriovenous grafts. Both 
thrombosis and stenosis could be treated with standard techniques, and the pooled 
intervention rate of 1.2 per patient-year is well below the KDOQI target of ≤3, supporting that 
the device can be used effectively. It should be noted that rates of interventions reported in 
clinical studies on similar devices vary widely with general papers reporting up to 2.6 - 3.3 
procedures per patient-year. 

Clinicians have noted the presence of a palpable thrill in the aXess conduit, which facilitates 
early detection of complications and empowers patients to monitor their grafts at home, an 
advantage over ePTFE grafts. The surgical implantation technique mirrors that of existing 
AVGs, and no special medication is required beyond standard practice. 

The complication profile of aXess Hemodialysis Conduit compares well to literature data of the 
known similar devices and is therefore in agreement with the state-of-the-art.  

In summary, the clinical benefits for patients associated with aXess Hemodialysis Conduit are:  

- Creation of vascular access 
- Long-term patency with fewer interventions 
- Low risk of infection 
- Preservation of graft despite treatment of infection 
- Suitability for early cannulation 
- Low bleeding times after hemodialysis 
- Palpable thrill 

In addition, there are benefits for the surgeon and society: 

- Readily available 
- Implanted by current standard surgical techniques 
- May be more cost-effective than alternatives 

5.5 Ongoing or planned post-market clinical follow-up 

A prospective, single arm, non-randomized post-market clinical follow-up (PMCF) registry 
study of the aXess Hemodialysis Conduit is currently planned with the objective to collect real 
world evidence on safety and performance of the aXess Hemodialysis Conduit in a post market 
setting.  
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At least 350 subjects, older than 18 years of age with end-stage renal disease who require a 
vascular access for hemodialysis, will be enrolled and implanted with the aXess Hemodialysis 
Conduit in Europe. All sites using the aXess commercially are eligible for participation. 
Participation in the study will be offered to all sites and should be offered to all patients 
receiving the aXess. The enrolment period will be approximately 3 years in duration, with first 
subject implanted planned for Q4 2026, and subjects will be followed for 4 years. 

Patients who participated in the aXess FIH and aXess Pivotal studies will be followed until graft 
abandonment, explant, kidney transplant or patient death up until 5 years. 

Additionally, the aXess US Pivotal study (XEL-CR-12,  https://clinicaltrials.gov: NCT06494631) 
is currently enrolling patients in the United States of America. This study will treat a total of 140 
patients with the aXess conduit and follow them until 5 years. The primary effectiveness 
endpoint is the secondary patency rate at 12 months, the primary safety endpoint is the rate 
of device related infections and bleeding through 12 months.In total, 630 patients will be 
followed-up as part of the aXess Hemodialysis Conduit PMCF program.  

In addition, in order to monitor patients outside of clinical studies, an annual physician 
questionnaire will be implemented to actively capture feedback on the real-world use of the 
aXess conduit among surgeons not participating in the PMCF registry study. The questionnaire 
will be sent once per year to all surgeons who have used the device in the last year and are 
not involved in any clinical study (pre- and post-market). 

6 POSSIBLE DIAGNOSTIC OR THERAPEUTIC ALTERNATIVES  

Therapeutic alternatives that present the same or similar intended purposes are identified in 
the state of the art (SOTA). The outcome measures in the SOTA are defined and 
recommended by various organizations, including the Kidney Disease Outcomes Quality 
Initiative (KDOQI), which provides clinical practice guidelines for vascular access, and the 
European Renal Best Practice (ERBP) guidelines and the Vascular Access Society (VAS), 
which offer detailed criteria and standards for evaluating the performance and safety of 
vascular access devices.  

Vascular access for hemodialysis is achieved through creation of an arteriovenous fistula 
(AVF), generally in the upper arm or forearm of the patient, placement of an arteriovenous graft 
(AVG) that connects an artery and vein, such as the aXess Hemodialysis Conduit, or 
placement of a central venous catheter (CVC).  

Other available AVGs intended for haemodialysis access vary in design and materials of 
construction but present with substantial issues, emphasizing the need for newer techniques 
that offer improved clinical outcomes, including higher patency rates and fewer complications 
like infection and thrombosis, as well as faster time to use of access. 

7 SUGGESTED PROFILE AND TRAINING FOR USERS  

The aXess Hemodialysis Conduit is designed for use by physicians with expertise in vascular 
graft procedures and dialysis personnel trained in hemodialysis. Training on the actual 
implantation of the device before first use is highly recommended. 

 

https://clinicaltrials.gov/
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8 REFERENCE TO ANY HARMONIZED STANDARDS AND CS APPLIED 

Reference Standards Year/revision 
Standard  
Applied 

(EN) ISO 13485 
 

Medical devices - Quality management systems - Requirements for regulatory purposes  2016+A11:2021 Full 

(EN) ISO 14971 Medical devices - Application of risk management to medical devices  2019+A11:2021 Full 

EN 556-1 
 

Sterilization of medical devices - Requirements for medical devices to be designated 
"STERILE" - Part 1: Requirements for terminally sterilized medical devices + AC:2006 

 
2024 

Full 

(EN) ISO 15223-1 
Medical devices – Symbols to be used with medical device labels, labelling and information 
to be supplied – Part 1: General requirements 

2021+A1:2025 Full 

(EN) ISO 20417 Medical devices. Information to be supplied by the manufacturer 2021 Full 

(EN) ISO 10993-1 
 

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk 
management process  

2018 
EN:2020 

Full 

(EN) ISO 10993-2 Biological evaluation of medical devices -- Part 2: Animal welfare requirements 2022 Full 

(EN) ISO 10993-3 
Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and 
reproductive toxicity 

2014 Full 

(EN) ISO 10993-4 
Biological evaluation of medical devices - Part 4: Selection of tests for interactions with 
blood  

2017+A1:2025 Full 

(EN) ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity  2009 Full 

(EN) ISO 10993-6 Biological evaluation of medical devices - Part 6: Tests for local effects after implantation  2016 Full 

(EN) ISO 10993-9 
Biological evaluation of medical devices - Part 9: Framework for identification and 
quantification of potential degradation products  

2019 
EN: 2021 

Full 

(EN) ISO 10993-
10 

Biological evaluation of medical devices – Part 10: Tests for skin sensitization  
2021 
EN: 2023 

Full 

(EN) ISO 10993-
11 

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity  
2017 
EN: 2018 

Full 

(EN) ISO 10993-
12 

Biological evaluation of medical devices – Part 12: Sample preparation and reference 
materials  

2021 Full 

(EN) ISO 10993-
13 

Biological evaluation of medical devices - Part 13: Identification and quantification of 
degradation products from polymeric medical devices  

2010 Full 

(EN) ISO 10993-
16 

Biological evaluation of medical devices - Part 16: Toxicokinetic study design for 
degradation products and leachables 

2017 Full 

(EN) ISO 10993-
17 

Biological evaluation of medical devices - Part 17: Establishment of allowable limits for 
leachable substances  

2023 Full 

(EN) ISO 10993-
18 

Biological evaluation of medical devices – Part 18: Chemical characterization of materials  2020 +A1:2023 Full 

ISO/TS 10993-20 
Biological evaluation of medical devices – Part 20: Principles and methods for 
immunotoxicology testing of medical devices 

2006 Full 

EN ISO 10993-23 
ISO 10993-23 

Biological evaluation of medical devices – Part 23: Tests for irritation 
2021 
2021+A1:2025 

Full 

ISO/TS 21726 
Biological evaluation of medical devices - Application of the threshold of toxicological 
concern (TTC) for assessing biocompatibility of medical device constituents 

2019 Full 

ISO/TS 37137-1 Biological evaluation of absorbable medical devices – Part 1: General requirements 2021 Full 

ISO/TS 17137 Cardiovascular implants and extracorporeal systems - Cardiovascular absorbable implants 2021 Full 

(EN) ISO 11137-1 
 

Sterilization of health care products - Radiation - Part 1: Requirements for development, 
validation and routine control of a sterilization process for medical devices  

2025 Full 

(EN) ISO 11137-2 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose  2013+A1:2022 Full 

(EN) ISO 11137-3 Sterilization of health care products - Radiation – Part 3: Guidance on dosimetric aspects  2017 Full 

(EN) ISO 11607-1 
Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, 
sterile barrier systems and packaging systems  

2019+A1:2023 Full 

(EN) ISO 11607-2 
Packaging for terminally sterilized medical devices - Part 2: Validation requirements for 
forming, sealing and assembly processes  

2019+A1:2023 Full 

(EN) ISO 11737-1 
 

Sterilization of medical devices - Microbiological methods - Part 1: Determination of a 
population of microorganisms on products  

2018+A1:2021 Full 

(EN) ISO 11737-2 
Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility 
performed in the definition, validation and maintenance of a sterilization process  

2019 
EN: 2020 

Full 
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Reference Standards Year/revision 
Standard  
Applied 

ISO 11737-3 Sterilization of health care products. Microbiological methods — Bacterial endotoxin testing 2023 Full 

(EN) ISO 14155 Clinical investigation of medical devices for human subjects - Good clinical practice  2020+A11:2024 Full 

(EN) ISO 14630 Non-active surgical implants - General requirements 2024 Full 

(EN) ISO 7198 
Cardiovascular implants and extracorporeal systems — Vascular prostheses — Tubular 
vascular grafts and vascular patches 

2016 
EN: 2017 

Full 

IEC 62366 Medical devices - Part 1: Application of usability engineering to medical devices 2015+A1:2020 Full 

(EN) ISO 14644-1 
Cleanrooms and associated controlled environments – Part 1: Classification of air 
cleanliness 

2015 
EN: 2016 

Full 

(EN) ISO 14644-2 
Cleanrooms and associated controlled environments – Part 2: Monitoring to provide 
evidence of cleanroom performance related to air cleanliness by particle concentration 

2015 Full 

(EN) ISO 2233 Packaging - Complete, filled transport packages and unit loads -- Conditioning for testing 
2000 
EN: 2001 

Full 

ISO 21501-4 
Determination of particle size distribution — Single particle light interaction methods — Part 
4: Light scattering airborne particle counter for clean spaces 

2018+A1:2023 
 

Full 

EN 868-5 
Packaging for terminally sterilized medical devices. Sealable pouches and reels of porous 
and plastic film construction. Requirements and test methods 

2019 Full 

(EN) ISO 25539-1 
Cardiovascular implants. Endovascular devices — Endovascular prostheses  
 

2017 

Partial – only 
following 
Sections 
8.5.2.1, 
8.5.2.2, 
8.5.2.3 

 

 

9 REVISION HISTORY 

SSCP  
revision 
number 

Date issued Change description Revision validated by the 
Notified Body 

001 18 Nov 2025 Initial version ☐ Yes  

Validation language:  
English 

☒ No  

A 16 Dec 2025 Updated planned PMCF activities ☐ Yes  

Validation language:  
English 

☒ No 

B 19 Dec 2025 Updates based on IFU revision D ☒ Yes  

Validation language:  
English 

☐ No 

 

A summary of the safety and clinical performance of the device, intended for patients, is given 
below. 
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SUMMARY OF SAFETY AND CLINICAL PERFORMANCE – INFORMATION FOR THE 

PATIENT 

This Summary of Safety and Clinical Performance (SSCP) is intended to provide public access 
to an updated summary of the main aspects of the safety and clinical performance of the 
device. The information presented below is intended for patients or lay persons. A more 
extensive summary of its safety and clinical performance prepared for healthcare professionals 
is found in the first part of this document.   

The SSCP is not intended to give general advice on the treatment of a medical condition. 
Please contact your healthcare professional in case you have questions about your medical 
condition or about the use of the device in your situation. This SSCP is not intended to replace 
an Implant card or the Instructions For Use to provide information on the safe use of the device. 

 

1 DEVICE IDENTIFICATION AND GENERAL INFORMATION  

Device trade name 

aXess Hemodialysis Conduit 

Manufacturer’s name and address  

Xeltis B.V. 

De Lismortel 31 

5612 AR Eindhoven  

The Netherlands 

Basic UDI-DI  

87208924750AX00139 

Year when the first certificate (CE) was issued covering the device  

N/A 

 

2 INTENDED USE OF THE DEVICE   

aXess is a vascular device for adults with serious kidney disease who need hemodialysis. 
Healthy kidneys clean the blood by removing waste and keeping the right balance of fluids and 
minerals. When kidneys stop working well, hemodialysis does this job by cleaning the blood 
outside the body. aXess placed under the skin in your arm to connect an artery to a vein. This 
gives strong blood flow, which is needed for hemodialysis.  

There are no known contraindications for the use of aXess. 

 

3 DEVICE DESCRIPTION  

aXess is a soft, flexible tube made from a special material. A few weeks after surgery, once 
your skin has healed, the aXess can be used for dialysis. 
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aXess is made of a bioabsorbable polymer (polyurethane urea polycarbonate-based) (1.5g) 
which means it will slowly disappear inside your body. As it fades, your own body cells grow in 
its place to form a natural blood vessel. This can improve healing and lower the risk of infection 
and other problems. It also contains nitinol (1.1g), a metal made from nickel and titanium that 
helps the device keep its shape. These materials are tested to be safe for your body unless 
you are allergic to them. 

There are no medicinal substances in the device. 

 

4 RISKS AND WARNINGS  

aXess is made to help people who need dialysis. But like all medical devices and surgeries, it 
comes with risks. Some risks are common. Others are rare. 

Xeltis has worked hard to make aXess as safe as possible. The company has taken steps to 
reduce risks. 

Contact your doctor if you have side effects from the device. Also contact your doctor if you 

are worried about risks. This document does not replace talking to your doctor. 

 

Very common risks (occur in more than 10 of 100 patients): 

• Bruising (hematoma), fluid build-up (seroma or edema), or lymph fluid collection 

• Pain 

• Swelling or bulging near the needle site (pseudoaneurysm) 

• Narrowing of the blood vessel (stenosis) 

• Blood clots or blocked flow (thrombosis or occlusion) 

Common risks (occur in between 1 and 10 of 100 patients): 

• Wound healing problems or swelling 

• Problems where the device connects to your blood vessels 

• Swelling or damage to the aXess  

• Bleeding during or after surgery 

• Damage to the stitches, the aXess, or blood vessel 

• Infection 

• Other complications, like poor blood flow to the hand, high pressure in veins, or nerve 

damage 

• Skin problems or sores 

Uncommon risks (occur in between 1 and 10 of 1,000 patients): 

• Poor blood flow to part of your arm 

Rare (occurs in less than 1 of 1,000 patients) 

• Allergic reactions  

• Blocked vessels caused by air or blood clots (embolism) 

• Death due to heavy bleeding 

In case of serious incident call your doctor or nurse right away.  
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It is important that you help take care of your aXess and work closely with your dialysis care 

team (your nurses and doctors). This will help you get the best results from your treatment. 

 

5 GENERAL CARE 

• Follow the care instructions given by your nurse or doctor; 

• Rest after surgery. Let your aXess arm heal for at least two weeks. Avoid lifting heavy 

objects, carrying bags, or using the arm for strenuous activity; 

• Keep the aXess area clean and dry. Do not scrub or soak the area until your doctor says 

it is safe to do so; 

• Wear loose sleeves to protect your arm. Avoid tight sleeves or anything that could rub or 

press on the aXess; 

• Avoid lying on your aXess arm, especially while sleeping; 

• Check your aXess every day. Look for redness, swelling, numbness, warmth, or pain. 

Call your doctor right away if you see anything unusual; 

• Feel for the “thrill” - a soft vibration where your aXess is placed. This means it’s working. 

Use your fingertips to check this at least once a day. If it changes or stops, tell your 

doctor or nurse right away; 

• Do not allow anyone to use your aXess arm for blood pressure checks, blood draws, or 

injections; 

• As a general recommendation, avoid smoking or other nicotine usage. 

 

6 SUMMARY OF CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-

UP  

aXess is a new device. It is similar to other implants used for dialysis. 

aXess has been tested in two studies. 140 people were treated with aXess in these studies. 

The results showed that aXess works well. It is as safe as other similar devices. People using 

aXess needed fewer extra procedures. 

Both studies are still ongoing. The patients are checked regularly. This makes sure aXess 

continues to work well and safely. 

Because of these good results, aXess was approved for use in Europe. 

 

7 POSSIBLE DIAGNOSTIC OR THERAPEUTIC ALTERNATIVES  

For dialysis, doctors have different ways to access your blood. They can connect an artery to 

a vein. Alternatively, they can use a tube to connect them. Or they can place a tube in a large 

vein. Each option has pros and cons. 

 

Your doctor will recommend the best choice for you. Talk to your doctor about your options. 

They know your individual situation. 
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