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Summary of Safety and Clinical Performance 
Vitrification and Thawing Media 

 
The purpose of this Summary of Safety and Clinical Performance (SSCP) is to offer public access to an 
updated summary of the main issues concerning the safety and clinical performance of the device. This 
document does not replace the Instructions for Use (IFU), which is the main document to ensure the 
safety of the device, and neither is it intended to provide advice on the diagnostic or therapeutic 
suggestions to the intended users. 
 

0 Abbreviations 

ART Assisted Reproductive Technologies 
CPA Cryoprotectant Agents 
EDQM European Directorate for the Quality of Medicines & HealthCare 
EMA  European Medicine Agency 
EMDN European Medical Device Nomenclature. 
ESHRE  European Society of Human Reproduction and Embryology 
EU European Union 
DKMA Danish Medicines Agency 
FSCA Field Safety Corrective Action 
FSN Field Safety Notice 
GSPRs General Safety and Performance Requirements 
ICSI Intra Cytoplasmatic Sperm Injection 
IFU instructions for use 
IVF In vitro fertilization procedures 
KPI Key Performance Indicator 
MII Metaphase II 
MDR Medical Device Regulation  
MHRA Medicines and Healthcare products Regulatory Agency 
NB notified body 
PMCF post-market clinical follow-up 
SRN single registration number for an economic operator 
SSCP summary of safety and clinical performance 
UDI-DI Unique Device Identification - Device Identifier 
 

1 Device identification and general information  

1.1 Device trade name(s) 

• Kitazato Vitrification and Thawing Media without gentamicin: VT801/VT802. 
• Kitazato Vitrification and Thawing Media with gentamicin: VT601/VT602 and VT601N/VT602N,  

VT601-BS1.5x4, VT601-ES1.5x4, VT601-VS1.5x4, VT601-BS4x4, VT601-ES4x4, VT601-VS4x4, 
VT602-TS4x4, VT602-DS4x4, VT602-WS4x4. 

• Kitazato Ultra-Fast Vitri and Ultra-Fast Warm: VT601UF, VT601UF-4, VT601UF-ES x 4, VT601UF-
VS x 4, VT601UF-ES4x4, VT601UF-VS4x4, VT602UF-TSx4. 

1.2 Manufacturer’s name and address 

Kitazato Corporation 
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Address: 100-10 Yanagishima, Fuji, Shizuoka 416-0932 Japan   
Phone: +81-545-65-7122  Fax: +81-545-65-7128   
E-mail: ce_registration@kitazato.co.jp  
 

1.3 Manufacturer’s single registration number (SRN) 

Kitazato Corporation SRN JP-MF-000018374 

1.4 Basic UDI-DI 

458223146VTUN 

1.5 Medical device nomenclature description/text 

Applicable EMDN code: U08020501: Materials/Solutions for Freezing/Thawing For Assisted 
Reproduction 
Applicable MDR Code: MDN1212:  Non-active non-implantable devices for processing and preservation 
of human cells, tissue or organs including in vitro fertilisation (IVF) and assisted reproductive 
technologies (ART) 

1.6 Class of device 

Vitrification and Thawing Media are considered medical devices Class III according to MDR (Regulation 
(EU) 2017/745) Annex VIII. 
 

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

 
Kitazato Vitrification and Thawing Media without gentamicin (VT801/VT802, class IIb under Medical 
Device Directive 93/42/EEC Annex II): CE 563699, First issued 13/07/2012. 
 
Kitazato Vitrification and Thawing Media with gentamicin (VT601/VT602 and VT601N/VT602N, class III 
under Medical Device Directive 93/42/EEC Annex II): CE 563702, First issued 05/09/2019.  
 
All the above-mentioned variants obtained the CE mark under Regulation (EU) 2017/745 of the 
European Parliament and of the Council of 5 April 2017 on medical devices (MDR) (All variants are 
classified as Class III devices under MDR 2017/745, Annex IX Chapter II): MDR 760355 and MDR 
760770, First issued 27/06/2024.   
 
Ultra-Fast Warm (Class III under Medical Device Regulation (MDR) 2017/745, Annex IX Chapter II): 
MDR 760770, First issued 05/08/2024. 
 
Ultra-Fast Vitri (Class III under Medical Device Regulation (MDR) 2017/745, Annex IX Chapter II): MDR 
760770, First issued 10/04/2025.  
 

1.8 Authorized representative; name and the SRN 

Biomedical Supply, S.L. (Dibimed) 
C/ Jorge Comín, 3 
Valencia. 46015. Spain 
Tel +34 96 305 63 95    
Fax +34 96 305 63 96  
info@dibimed.com 
 
SRN: ES-AR-000014358 
 

mailto:ce_registration@kitazato.co.jp
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1.9 Notified Body (NB)’s name and single identification number 

British Standards Institution (BSI) Group The Netherlands B.V. 
Say Building, John M. Keynesplein 9 
1066 EP Amsterdam 
The Netherlands 
 
NB identification number: 2797 

2 Intended use of the device 

2.1 Intended purpose 

• Vitrification Media are used for vitrification of oocytes [Metaphase II (MII)] and embryos. 
• Thawing Media and Ultra-Fast Warm are used for thawing vitrified oocytes (MII) and embryos.  
• Ultra-Fast Vitri is used for vitrification of oocytes (MII). 

 

2.2 Indication(s) and intended patient groups 

The media are indicated for vitrification and thawing of oocytes (MII) and/or embryos.  
 
The target population are patients undergoing Assisted Reproductive Technologies (ART) procedures, 
which are typically indicated as treatments for patients with infertility problems.  
 

2.3 Contraindications and/or limitations 

Vitrification and Thawing media (VT60X variants) contain the antibiotic gentamicin sulfate. Appropriate 
precautions should be taken to ensure that the patient is not sensitized to this antibiotic. 

 

3 Device description 

3.1 Description of the device 

 
 
The devices described in this Summary of Safety and Clinical Performance (SSCP) belong to the 
Kitazato Vitrification and Thawing Media family, designed to enable:  
 

• Vitrification Media: vitrification of oocytes (MII) and embryos. 
• Thawing Media and Ultra-Fast Warm: thawing of vitrified oocytes (MII) and embryos. 
• Ultra-Fast Vitri: vitrification of oocytes (MII). 
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Therefore, this device family is designed to cryopreserve oocytes and/or embryos for Assisted 
Reproductive Technologies (ART) procedures. 
 
Vitrification Media and Ultra-Fast Vitri contain cryoprotectant agents (CPAs) that permeate oocytes and 
embryos to prepare them for cryopreservation in liquid nitrogen. This process, known as vitrification, 
solidifies the cells without forming ice crystals, thereby preserving their structural integrity. Thawing 
Media and Ultra-Fast Warm are used to safely thaw and rehydrate the cryopreserved oocytes and 
embryos by gradually removing the cryoprotectants while minimizing osmotic shock.  
 
Direct physical contact occurs between the vitrification and thawing media and oocytes and/or embryos. 
There is no direct contact between the device and the uterus mucosal membranes of the patient. 
 
The Vitrification and Thawing Media family comprises the following variants: 
 
With phenol red: 

• VT801/VT802 (without gentamicin) 
• VT601/VT602 / VT601UF/VT602UF (with gentamicin) 

Without phenol red: 
− VT601N/VT602N (with gentamicin) 

 
The VT60X variants contain gentamicin, an antibiotic that helps suppress bacterial growth in the event 
of contamination during the use of vitrification and thawing media. This is the only difference between 
VT60X and VT80X variants. The added gentamicin complies with Ph. Eur. Monograph Standard 0331, 
and it is EDQM-certified. The inclusion of gentamicin in VT60X media has been accepted by the Danish 
Medicines Agency (DKMA).  All variants contain phenol red as pH color-indicator except for VT60XN 
devices. 
 
Vitrification Media is composed of BS, ES  and VS Solutions (VT601/VT801/VT601N). On the other 
hand, Thawing Media is composed of TS, DS and WS Solutions (VT602/VT802/VT602N). Around 2023, 
a novel procedure to vitrify oocytes and warm vitrified oocytes/embryos was developed: the Ultra-Fast 
Vitri and Ultra-Fast Warm protocols. The Ultra-Fast Vitri procedure (VT601UF variants) only uses ES 
and VS Solutions for oocyte vitrification. Likewise, the Ultra-Fast Warm procedure (VT602UF variant) 
consists only of placing oocytes/embryos in TS Solution for 1 min at 37ºC. These protocols gave 
comparable survival rates, embryology, and reproductive outcomes to those obtained for the standard 
stepwise procedures, but have the advantage of decreasing time, ease the operability of the protocol, 
shortening the time of the embryos staying out of the incubators and reducing micromanipulation of 
oocytes/embryos. 

Vitrification and Thawing media can be safely used up to one week after first opening when aseptic 
techniques are followed and the devices are stored as indicated (2-8ºC).   

Vitrification and Thawing media are sterilized using aseptic processing techniques (filtration).  

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

No previous generation of the devices have been brought on the market by Kitazato Corporation. 
 

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

No accessories for Kitazato Vitrification and Thawing media are identified.  
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3.4 Description of any other devices and products which are intended to be used in 
combination with the device 

No specific devices and products to be used in combination with Vitrification and Thawing media are 
identified. 
 

4 Risks and warnings 

4.1 Residual risks and undesirable effects 

No known undesirable side-effects are identified. 
 
Benefit–risk statement: Based on the analysis of the collected clinical and post-market data, it is 
concluded that the benefit–risk profile of the device(s) remains unchanged and clearly favourable. 
 
All identified risks are controlled and acceptable when weighed against the intended benefits to the 
patient. All identified risks were reduced to meet the pre-established acceptable levels by implementing 
the appropriate risk control measures and were acceptable when weighed against the benefits to the 
patient.   
 

4.2 Warnings and precautions 

Besides the above, attention should be paid to the following warnings and precautions (as described in 
the instructions for use): 
 

Warnings Precautions 
• Read the instructions for use prior to use. 
• Use Kitazato Thawing Media to thaw the 

oocytes (MII) or embryos vitrified with Kitazato 
Vitrification Media (applicable to Vitrification 
Media IFUs). 

• Use Kitazato Thawing Media to thaw oocytes 
(MII) vitrified with Kitazato Ultra-Fast Vitri 
(applicable to Ultra-Fast Vitri IFUs). 

• This product is intended to be used by medical 
specialists trained in fertility treatment. 

• Aseptic technique should be used. 
• Use sterilized equipment and materials only. 
• In case of eye or skin contact with 

Vitrification/Thawing/Ultra-Fast Warm/Ultra-
Fast Vitri media, immediately flush eye/skin 
with water. 

• Morphologically abnormal oocytes, embryos, or 
significantly poor grade oocytes or embryos are 
unsuitable for cryopreservation (applicable to 
Vitrification Media IFUs). 

• Morphologically abnormal oocytes or 
significantly poor grade oocytes are unsuitable 
for cryopreservation (applicable to Ultra-Fast 
Vitri IFUs). 

• Don’t re-sterilize.  
• Don’t use solutions that show cloudiness or 

become discolored.  
• Don’t use the product if you notice anything 

unusual regarding the specifications on the label 
(number, color, name, volume).  

• Device is sterilized if the vial is unopened or 
undamaged.  

• Don’t use it if the package or container are 
opened or damaged.  

• Upon delivery media must be stored in original 
unopened container and refrigerated at 2-8 ºC.  

• Don’t use and discard if the media is not stored 
under refrigeration (2 to 8 ºC).  

• Don’t use the product after expiration date. 

Any serious incident (as defined in European Medical 
Device Regulation, 2017/745) that has occurred 
should be reported to Kitazato Corporation and, if 
applicable, the competent authority of the EU 
Member State in which the user and/or patient is 
established. 
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• Observe all federal, state, and local 
environmental regulations when discarding the 
product. 

• In case of contamination, dispose the product 
appropriately in a prescribed manner. 

• The user is responsible for any problems 
caused by incorrect use or not following the 
present IFU. 

 

4.3 Summary of any field safety corrective action (FSCA including FSN)  

No field safety corrective actions (FSCA) or field safety notices (FSN) have been issued for Vitrification 
and Thawing Media devices. 

5 Summary of clinical evaluation and post-market clinical follow-up (PMCF) 

5.1 Summary of clinical data related to similar/equivalent devices 

The clinical evaluation of the device is not based on equivalence. Accordingly, no equivalent devices 
have been identified, and no clinical data related to equivalent or similar devices have been collected, 
as this section is not applicable. Kitazato has generated and documented sufficient clinical data from its 
own device to demonstrate compliance with the General Safety and Performance Requirements 
(GSPRs), and to support the safety and performance of the device. 

5.2 Summary of clinical data from literature  

The Alpha consensus meeting report published in 2012 presents the outcomes from an international 
workshop designed to establish consensus on definitions for key performance indicators (KPIs) for 
oocyte and embryo cryopreservation; minimum performance level values for each KPI, representing 
basic competency; and aspirational benchmark values for each KPI. The meeting included expert 
professionals from Turkey, UK, Australia, Italy, Spain, Germany, Austria, Canada, USA, and Belgium. 
As a starting point for the discussion, an interactive questionnaire was organized to collect information 
on indicators used in In Vitro Fertilization (IVF) laboratories worldwide. During the meeting, the results 
of the surveys, scientific evidence (where available), and personal clinical experience were integrated 
into presentations by experts on specific topics. After presentation, each proposed indicator was 
discussed until consensus was reached within the panel (Alpha Scientists in Reproductive Medicine, 
2012). 
 
The following minimal competency limits concerning laboratory/embryology outcomes were reported by 
the expert group and were considered as benchmark endpoints in the clinical evaluation of Kitazato 
Vitrification and Thawing Media devices: 

o Survival rate oocytes: ≥70%  
o Survival rate cleavage stage embryos: ≥70% 
o Survival rate blastocysts: ≥80% 

 
Moreover, the ESHRE publishes a peer-reviewed report each year which collects and analyses ART 
data generated in Europe. The most recent report includes data from 1,487 institutions in 40 countries, 
with a total of 1,077,813 treatment cycles (covering the period from 1 January to 31 December 2019) 
(Smeenk et al. 2023) and it is summarized in the table below: 
 
From 427,980 cycles performed using Intra Cytoplasmatic Sperm Injection (ICSI):   

o Clinical pregnancy rate per aspiration: 26.2% (Range: 16.3 – 46.8%)  
o Clinical pregnancy rate per transfer: 33.5% (Range: 26.9 – 52.1%)  
o Delivery rate per aspiration: 18.8% (Range: 11.6- 35.9%)  
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o Delivery rate per transfer: 24.1% (Range: 12.1– 39.4%) 
 

From 160,782 cycles performed using conventional IVF:  
o Clinical pregnancy rate per aspiration: 28.5% (Range: 19.9 – 58.1%) 
o Clinical pregnancy rate per transfer: 34.6% (Range: 27.4 – 63%) 
o Delivery rate per aspiration: 20.9% (Range: 13.9- 48.8%) 
o Delivery rate per transfer: 25.3% (Range: 17.9 – 43.5%) 

 
From 335,744 frozen embryo transfer cycles:  

o Pregnancy rate per thawing: 35.1% (Range: 22.5 – 50.1%)  
o Pregnancy rate per transfer: 35.8% (Range: 22.5 – 56.0%)  
o Delivery rate per thawing: 25.0% (Range: 7.2 – 42.4%) 
o Delivery rate per transfer: 25.6% (Range: 8.4- 42.4%) 

 
As there are no alternative treatment options that can be used for oocyte/embryo vitrification/thawing 
during IVF/ART procedures, all data included in the ESHRE report are generated using Kitazato 
Vitrification and Thawing Media or similar devices available on the market. Reported outcomes in the 
benchmark paper can therefore be considered as benchmark data for ART procedures. Nevertheless, 
when comparing clinical data, one should be aware that: 
 

 During ART processes, oocytes/embryos come into contact with several (other) ART media and 
undergo a lot of manipulations that all can have an influence on the reported outcomes. 

 Depending on the patient characteristics, different outcomes can be obtained. 
 
A literature search is performed annually to investigate whether laboratory/embryology and/or clinical 
ART outcomes obtained from the use of Kitazato Vitrification and Thawing Media are consistent with 
the laboratory/embryology KPIs competency limits and/or with the clinical ART outcomes described in 
the benchmark papers from the ESHRE. 
 
A total of 132 articles were retrieved to support the efficacy, clinical performance and safety profile of 
Kitazato Vitrification and Thawing Media devices. All articles reporting laboratory/embryology or clinical 
outcomes related to the use of Kitazato devices were consistent with the KPIs and ESHRE reference 
values established as endpoints, thereby supporting the safety and performance of the device for oocyte 
and embryo (cleavage, blastocysts and biopsied embryos) cryopreservation.  The retrieved articles also 
supported the effective and safe performance of the devices for long-term cryopreservation and reported 
comparable laboratory/embryology and reproductive outcomes between conventional and ultra-fast 
procedures. 
 
Moreover, none of the retrieved articles reported toxicity of the media for oocytes and/or embryos or any 
risk for cytotoxicity, allergenicity, irritancy, mutagenity, carcinogenity, oncogenicity or teratogenity for 
patients and users, demonstrating the safety of the device. Thus, from the literature data it could be 
concluded that the devices comprising Kitazato Vitrification and Thawing Media family are not 
detrimental for fertilization and embryo development, and do not interfere with the general ART 
procedure 
 
Scientific articles describing the use of Kitazato Vitrification and Thawing Media devices are listed in 
Section 11 ‘References’ below. 

5.3 Summary of real-world clinical data from IVF clinics 

In addition to the above, clinical data was obtained from multiple IVF centers worldwide that use Kitazato 
Vitrification and Thawing Media devices for cryopreservation of oocytes and embryos following the 
traditional procedure, the drop protocol using standard dishes and/or the ultra-fast vitri/warm 
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procedures. The ART outcomes of these clinics were consistent with laboratory/embryology KPIs and 
with clinical outcomes described in the benchmark reports from the ESHRE, thereby supporting the 
safety and performance of Kitazato Vitrification and Thawing Media family. 

5.4 Vigilance analysis and customer/market feedback 

The clinical evaluation also included data from the state-of-the-art and verification and validation testing, 
device registries, vigilance activities and client feedback and complaints of Kitazato Vitrification and 
Thawing Media devices. No emerging risks, systematic missuse, previously unknown side effects / 
contra-indications were identified. Additionally, there were no incidents and/or field safety corrective 
actions taken related to the clinical and safe use of the device. Based on the analysis of the collected 
data, it is concluded that the benefit–risk profile of the device(s) remains unchanged. 
 

5.5 An overall summary of clinical performance and safety 

Vitrification and Thawing Media must effectively cryopreserve oocytes (MII) and embryos in a non-toxic, 
pathogen-free environment. Given the high sensitivity of oocytes and embryos to even minimal changes 
in their surrounding medium, the success of ART procedures can be significantly compromised by ice 
crystal formation, inadequate cryoprotectant concentrations, or low cooling and warming rates — all of 
which can lead to cell damage or destruction during cryopreservation. Therefore, Vitrification and 
Thawing Media devices must provide optimal physicochemical conditions that enable efficient water–
cryoprotectant exchange, while maintaining the integrity of the cell membrane. This is essential to avoid 
adverse effects on fertilization and embryo development. 
 
According to the information from the clinical evaluation report, it can be concluded that Vitrification and 
Thawing media function as stated by the manufacturer and can be safely and effectively used for 
cryopreservation of oocytes and embryos without leading to a detrimental effect on ART outcomes. 
Furthermore, the literature search and clinical data collected from IVF Clinics using Kitazato Vitrification 
and Thawing Media devices demonstrate their performance and safety, since the obtained outcomes 
are consistent with competency limits reported by ESHRE (Alpha Scientists in Reproductive Medicine, 
2012; Smeenk et al. 2023); and no complications or problems were detected.  

Kitazato Corporation has taken all necessary steps to ensure that residual risks associated with the use 
of Vitrification and Thawing Media are reduced as far as possible through application of existing state 
of the art techniques in the design and manufacture of these medical devices. Kitazato Corporation 
concludes that the overall medical benefits of Vitrification and Thawing Media outweigh the possible 
risks when used according to the intended use.  

There is sufficient evidence to establish the safety and performance of Vitrification and Thawing Media 
when used in accordance with the IFUs. The clinical evaluation demonstrates that the available clinical 
data are sufficient to establish conformity with all applicable General Safety and Performance 
Requirements (Annex I) of the Regulation (EU) 2017/745 of the European Parliament and of the Council 
of 5 April 2017 on medical devices (MDR) and confirm the safety and performance of these devices. 
The Instructions for Use (IFU) clearly demonstrates safe usage of the device and mandatory physician 
training ensures all users are fully conversant with all aspects of device use. Kitazato Vitrification and 
Thawing Media have been confirmed to be within the current state-of-the-art practice. 

5.6 Ongoing or planned post-market clinical follow-up 

On a yearly basis, Kitazato Corporation will perform literature searches for Vitrification and Thawing 
Media as well as for gentamicin. Additionally, clinical data retrieved from IVF centers using Vitrification 
and Thawing Media devices will be evaluated.  
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This Summary of Safety and Clinical Performance will be updated with data from the post-market clinical 
follow-up (PMCF) if required, to guarantee that any clinical and/or safety information described in this 
summary stays right and complete. 

6 Possible diagnostic or therapeutic alternatives 

Currently, vitrification is the gold standard for cryopreserving oocytes and embryos in assisted 
reproduction. While slow-freezing was the original method—still used effectively for sperm 
preservation—it proved suboptimal for oocytes and embryos due to their lower survival rates after 
thawing. Vitrification prevents ice crystal formation and has significantly improved cell survival and 
clinical outcomes. Over time, advancements in vitrification protocols have made it essential in IVF, 
enabling treatments such as fertility preservation, egg accumulation for poor responders, and egg 
banking. Besides Kitazato Vitrification and Thawing Media devices or similar media, there are no 
alternatives for oocyte (MII) and embryo vitrification and thawing during ART procedures. 

7 Suggested profile and training for users 

Vitrification and Thawing media are intended to be used by medical specialist trained in fertility treatment 
(laboratory technicians, embryologists, or medical doctors). Vitrification and Thawing media are used in 
specialized laboratories performing fertilization techniques, including IVF, ICSI and sperm preparation/ 
analysis. 

8 Reference to any applicable common specification(s), harmonized standard(s) or applicable 
guidance document(s)  

The following guidance documents were used: 
• MDCG 2019-09: Summary of safety and clinical performance. A guide for manufacturers and 

notified bodies (Rev.1 (March 2022) (fully applicable) 
• ISO 13408-1:2023 / EN ISO 13408-1:2024: Aseptic processing of health care products – Part 

1: general requirements (fully applicable). 
• (EN) ISO 13408-2:2018: Aseptic processing of health care products – Part 2: Filtration (full 

applicable).  
• (EN) ISO 13408-6:2021: Aseptic processing of health care products – Part 6: Isolator systems 

(fully applicable). 
• ISO 13485:2016 / EN ISO13485:2016/Amd 11:2021: Medical devices — Quality management 

systems — Requirements for regulatory purposes (fully applicable). 
• MDR 2017/745: Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 

April 2017 on medical devices (fully applicable). 
• ISO 10993-1:2018 / EN ISO 10993-1:2020 + A11:2021: Biological evaluation of medical devices 

-- Part 1: Evaluation and testing (fully applicable). 
• (EN) ISO 10993-3:2014: Biological evaluation of medical devices -- Part 3: Tests for 

genotoxicity, carcinogenicity and reproductive toxicity (fully applicable). 
• EN ISO 10993-5:2009/A11:2025: Biological evaluation of medical devices -- Part 5: Tests for in 

vitro cytotoxicity (fully applicable). 
• (EN) ISO 10993-10:2023: Biological evaluation of medical devices - Part 10: Tests for skin 

sensitization (fully applicable). 
• (EN) ISO 10993-12:2021: Biological evaluation of medical devices — Part 12: Sample 

preparation and reference materials (fully applicable). 
• ISO 10993-15:2019 / EN ISO 10993‑15:2023: Biological evaluation of medical devices - Part 

15: Identification and quantification of degradation products from metals and alloys (fully 
applicable). 

• ISO 10993-18:2020/Amd 1/2022 / EN ISO 10993-18:2020/A1:2023: Biological evaluation of 
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medical devices – Part 18: Chemical characterization of medical device materials within a risk 
management process (fully applicable). 

• (EN) ISO 10993‑23:2021: Biological evaluation of medical devices – Part 23: Tests for irritation 
(fully applicable). 

• EN 556-2:2024: Sterilization of medical devices – Requirements for medical devices to be 
designated 'STERILE' –Requirements for aseptically processed medical devices (fully 
applicable). 

• (EN) ISO 20417:2021: Medical Devices: information supplied by the manufacturer (fully 
applicable) 

• (EN) ISO11737-1:2018/A1:2021: Sterilization of health care products- Microbiological methods 
Part 1: Determination of a population of microorganism on products (fully applicable). 

• ISO 11737-2:2019 / EN ISO 11737-2:2020 Sterilization of health care products- Microbiological 
methods Part 2: Test of sterility performed in the definition, validation and maintenance of a 
sterilization process (fully applicable). 

• (EN) ISO 14644-1:2015: Cleanrooms and associated controlled environments – Part 1: 
Classification of air cleanliness by particle concentration (fully applicable). 

• (EN) ISO 14644-3:2019: Cleanrooms and associated controlled environments - Part 3: Test 
methods (fully applicable). 

• ISO 14971:2019 / EN ISO 14971:2019/Amd 11:2021: Medical devices – Application of risk 
management to medical devices (fully applicable). 

• ISO 15223-1:2021/A1:2025: Medical devices - Symbols to be used with medical device labels, 
labelling and information to be supplied - Part 1: General requirements (fully applicable).  

• (EN) ISO 17665:2024: Sterilization of health care products – Moist heat – Part 1: Requirements 
for the development, validation and routine control of a sterilization process for medical devices 
(fully applicable). 

• ISO 23640:2011/ EN ISO 23640:2015: In vitro diagnostic medical devices: Evaluation of stability 
of in vitro diagnostic reagents. Applicable with exclusion of the following sections:  No standard 
is available for the evaluation of stability of Medical Devices, therefore this standard is used as 
guideline for the set-up of the stability testing in line with the EU list of harmonized standards 
drafted in support of Council Directive 93/42/EEC and MDR 2017/745.  

• (EN) ISO 22442-1: 2020: Medical Devices utilizing animal tissues and their derivatives: Part 1: 
Application of risk management (fully applicable). 

• EN 17141:2020 Cleanrooms and associated controlled environments - Biocontamination control 
(fully applicable). 

• European Pharmacopeia, (2.6.14) Bacterial Endotoxin - Turbidimetric Kinetic Method (fully 
applicable).  

• European Pharmacopeia,  (2.2.3) pH Test (fully applicable). 
• European Pharmacopeia,  (2.2.35) Osmolality (fully applicable). 
• European Pharmacopeia,  (3.2.2) Plastic Containers and closures for pharmaceutical use (fully 

applicable). 
• European Pharmacopeia,  (3.1) Poly (Ethylene - Vinyl Acetate) for containers and tubing for 

total parenteral nutrition preparations. Applicable with exclusion of the following sections:  
(3.1.7). 

• IEC 62366-1:2015/A1:2020: Medical devices - Part 1: Application of usability engineering to 
medical devices (fully applicable). 

• EN ISO 2859-1:2012 / ISO 2859-1:1999/Amd 1:2011: Sampling procedures for inspection by 
attributes -- Part 1: Sampling schemes indexed by acceptance quality limit (AQL) for lot-by-lot 
inspection (fully applicable). 
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• (EN) ISO 14644-5:2025 Cleanrooms and associated controlled environments – Part 5: 
Operations (fully applicable).   

• ASTM D-4169-09 Standard Practice for Performance Testing of Shipping Containers and 
Systems (fully applicable). 

• NBOG BPG 2014-3: Guidance for manufacturers and Notified Bodies on reporting of Design 
Changes and Changes of the Quality System (fully applicable).  

• EMA/CHMP/578661/2010 rev.1: EMA recommendation on the procedural aspects and dossier 
requirements for the consultation to the EMA by a notified body on an ancillary medicinal 
substance or an ancillary human blood derivate incorporated in a medical device or active 
implantable medical device (fully applicable). 

• MHRA guidance note 31 (updated 2017):  Guidance for notified Bodies: Devices which 
incorporate an ancillary medicinal substance (fully applicable). 

• USP38-NF33 <88> Biological Reactivity Tests – United States Pharmacopia, Inc <88> 
Biological Reactivity Tests, in vitro. Intracutaneous Test. Official August Date 01, 2015 (fully 
applicable).  

• ASTM D-4169-23e1 Standard Practice for Performance Testing of Shipping Containers and 
Systems (fully applicable).  

• EP (2.6.1) Sterility Test European Pharmacopeia (2.6.1) Sterility (fully applicable)  
• MEDDEV 2.7/1 rev.4 (4 June 2016) Clinical evaluation: Guide for manufacturers and notified 

bodies  
• MEDDEV 2.12/1 rev.8 Guidelines on a Medical Devices Vigilance System. 

9 Revision history 

SSCP revision 
number 

 
Date issued  Change description  Revision validated by the 

Notified Body  

1 2022/06/21 Initial version  Date: not yet  
Validation language: English  

2 2023/11/16 Updated as per BSI review Date: not yet  
Validation language: English  

3 2023/12/12 Inclusion of new variants Date: 02/02/2024 
Validation language: English  

4 2024/04/17 Updated device registries 
and product references 

Date: 18/06/2024 
Validation language: English 

5 2024/09/20 Updated device registries 
and product references 

Date: not yet  
Validation language: English 

6 2025/01/24 Updated intended use 

This version has been validated by 
the Notified Body. 
Date: 17/02/2025 
Validation language: English 

7 2025/09/08 Annual update 

This version has been validated by 
the Notified Body. 
Date: 07/11/2025 
Validation language: English 

 

10 Summary of the safety and clinical performance for patients 

As the device is for professional use only, a summary of the safety and clinical performance of the device 
intended for patients is not applicable. 
 



 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 12 of 19 

 

 
Page  12 | 19 

11 References  

1. Alpha Scientists In Reproductive Medicine. The Alpha consensus meeting on cryopreservation key 
performance indicators and benchmarks: proceedings of an expert meeting. Reprod Biomed Online. 2012 
Aug;25(2):146-67. doi: 10.1016/j.rbmo.2012.05.006.  

2. Alteri A, Reschini M, Guarneri C, et al. The effect of laser-assisted hatching on vitrified/warmed blastocysts: 
the ALADDIN randomized controlled trial. Fertil Steril. 2024 Jul;122(1):106-113. doi: 
10.1016/j.fertnstert.2024.02.010. 

3. Amagai A, Ezoe K, Miki T, Shimazaki K, et al. Fatty acid supplementation into warming solutions improves 
pregnancy outcomes after single vitrified-warmed cleavage stage embryo transfers. Reprod Med Biol. 
2023 May 8;22(1):e12517. doi: 10.1002/rmb2.12517.  

4. Arnanz A, De Munck N, Bayram A, et al. Blastocyst mitochondrial DNA (mtDNA) is not affected by oocyte 
vitrification: a sibling oocyte study. J Assist Reprod Genet. 2020 Jun;37(6):1387-1397. doi: 
10.1007/s10815-020-01795-6.  

5. An G, Zou Z, Flannigan R, et al. Outcome of Oocyte Vitrification Combined with Microdissection Testicular 
Sperm Extraction and Aspiration for Assisted Reproduction in Men. Med Sci Monit. 2018; 24:1379-1386. 
https://doi.org/10.12659/msm.909026  

6. Aydin B, Hudkova D, Maggiotto G, et. al. O-294 Human oocyte survival, early embryo development, 
metabolic fingerprinting, and pregnancy outcomes following ultra-rapid or standard vitrification and 
thawing. Human Reproduction, Volume 39, Issue Supplement_1, July 2024, deae108.351, 
https://doi.org/10.1093/humrep/deae108.351. 

7. Aygün TM, Yelke HK, Colakoglu YK, et al. O-124 Comparison of one-step and multi-step warming 
protocols: a series of 2792 blastocysts  Human Reproduction, Volume 40, Issue Supplement_1, 
June 2025, deaf097.124, https://doi.org/10.1093/humrep/deaf097.124 

8. Baatarsuren M, Jamiyansuren J, Ganbaatar C, et al. Clinical and neonatal outcomes of complete zona 
pellucida removal by laser-assisted hatching after single vitrified-warmed blastocyst transfer. Lasers Med 
Sci. 2024 Jan 29;39(1):51. doi: 10.1007/s10103-024-04002-5. 

9. Bodri D, Nair S, Gill A, et al. Shared motherhood IVF: high delivery rates in a large study of treatments for 
lesbian couples using partner-donated eggs. Reprod Biomed Online. 2018; 36(2):130-136. 
https://doi.org/10.1016/j.rbmo.2017.11.006 

10. Boumerdassi Y, Sarandi S, Puy V, et al. Impact of equilibration duration on the outcome of oocyte 
vitrification/thawing cycles: results of an observational prospective sibling-oocyte study. In: ASRM 
Scientific Congress Expo; Oct 22-26; Anaheim, California, USA. Fertil Steril 118 (4), P-33 Supplement 
E124. 

11. Bronet F. et al. Rapid warming protocol of human oocytes: a randomized controlled trial. Fertility and 
Sterility, Volume 122, Issue 4, e193. 

12. Cai Y, Ding M, Lin F, et al. Evaluation of preimplantation genetic testing based on next-generation 
sequencing for balanced reciprocal translocation carriers. Reprod Biomed Online. 2019 May;38(5):669-
675. doi: 10.1016/j.rbmo.2018.12.043. Epub 2019 Jan 8.  

13. Cardenas Armas DF., Peñarrubia J., Goday A., et al. Frozen-thawed blastocyst transfer in natural cycle 
increase implantation rates compared artificial cycle. Gynecological Endocrinology 2019, 1–5. 
https://doi.org/10.1080/09513590.2019.1600668 

14. Carreño I , Molero S, Seco L, et al. Mini-egg donation: what can we expect from less than 8 eggs. ASEBIR 
Vo.28 Nº1. 

15. Cascales L, Herrero L, Aparicio M, et al. Evaluation of oocyte ultra-fast vitrification and warming technique. 
Preliminary results. Reprod Biomed Online. 2024;48(Supp 1):104061. doi: 
https://doi.org/10.1016/j.rbmo.2024.104061. 

16. Chatzimeletiou K, Sioga A, Petrogiannis N, et al. Viability assessment using fluorescent markers and 
ultrastructure of human biopsied embryos vitrified in open and closed systems. Reprod Biomed Online. 
2021 Nov;43(5):833-842. doi: 10.1016/j.rbmo.2021.05.011. 

17. Chen D, Xu Q, Mao X, et al.Obstetric and perinatal outcomes after embryos cultured in one-step versus 
sequential culture media systems in vitrified-warmed single blastocyst transfer cycles Reprod Biomed 
Online. 2023 Sep;47(3):103227. doi: 10.1016/j.rbmo.2023.04.018.  

18. Chen H, Wu S, Su W, et al. Comparison of pregnancy outcomes among patients of different ages who 
underwent frozen-thawed high-quality single blastocyst transfer. BMC Pregnancy Childbirth. 2024 Apr 
15;24(1):276. doi: 10.1186/s12884-024-06451-w. 

https://doi.org/10.1093/humrep/deaf097.124
https://doi.org/10.1016/j.rbmo.2017.11.006
https://doi.org/10.1080/09513590.2019.1600668


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 13 of 19 

 

 
Page  13 | 19 

19. Cimadomo D, Capalbo A, Levi-Setti PE, et al. Associations of blastocyst features, trophectoderm biopsy 
and other laboratory practice with post-warming behavior and implantation. Hum Reprod. 2018; 
33(11):1992-2001. https://doi.org/10.1093/humrep/dey291 

20. Cimadomo D, Rienzi L, Romanelli V, et al. Inconclusive chromosomal assessment after blastocyst biopsy: 
prevalence, causative factors and outcomes after re-biopsy and re-vitrification. A multicenter experience. 
Hum Reprod. 2018; 33(10):1839-1846. https://doi.org/10.1093/humrep/dey282 

21. Cimadomo D, Soscia D, Vaiarelli A, et al. Looking past the appearance: a comprehensive description of 
the clinical contribution of poor-quality blastocysts to increase live birth rates during cycles with aneuploidy 
testing. Hum Reprod. 2019; 34(7):1206-1214. https://doi.org/10.1093/humrep/dez078 (Ref. Cimadomo D. 
et al., 2018a for the vitrification)  

22. Cobo A, Coello A, De Los Santos MJ, et al. Embryo long-term storage does not affect assisted reproductive 
technologies outcome: analysis of 58,001 vitrified blastocysts over 11 years. Am J Obstet Gynecol. 2024 
Aug;231(2):238.e1-238.e11. doi: 10.1016/j.ajog.2024.03.033. 

23. Cobo A, García-Velasco J, Domingo J, et al. Elective and Onco-fertility preservation: factors related to IVF 
outcomes. Hum Reprod. 2018; 33(12):2222-2231. https://doi.org/10.1093/humrep/dey321  

24. Cobo A, Giles J, Paolelli S, et al. Oocyte vitrification for fertility preservation in women with endometriosis: 
an observational study. Fertility and Sterility 2020. https://doi.org/10.1016/j.fertnstert.2019.11.017 

25. Coccia ME, Rizzello F, Wakunga S, et al. 'Two countries-two labs': the transnational gamete donation 
(TGD) programme to support egg donation. J Assist Reprod Genet. 2020 Dec;37(12):3039-3049. doi: 
10.1007/s10815-020-01961-w.  

26. Coello A, Nohales M, Meseguer M, et al. Prediction of embryo survival and live birth rates after 
cryotransfers of vitrified blastocysts. Reprod Biomed Online. 2021 May;42(5):881-891. doi: 
10.1016/j.rbmo.2021.02.013.  

27. Coll L, Parriego M, Boada M, et al. Transition from blastomere to trophectoderm biopsy: comparing two 
preimplantation genetic testing for aneuploidies strategies. Zygote 2018, 26(3), 191–198. 
https://doi.org/10.1017/s0967199418000084  

28. Cornet-Bartolomé D., Rodriguez A., García D., et al. Efficiency and efficacy of vitrification in 35 654 sibling 
oocytes from donation cycles. Hum Reprod. 2020, https://doi.org/10.1093/humrep/deaa178 

29. Costa-Borges N, Coello A, Cohen J, et al. O-295 Fast vitrification and warming protocols demonstrate 
similar efficiencies to a standard method and a substantial reduction in execution times. Human 
Reproduction, Volume 39, Issue Supplement_1, July 2024, deae108.352, 
https://doi.org/10.1093/humrep/deae108.352. 

30. Costa-Borges N, Matia-Algué Q, Coello A, et al. Preclinical validation of fast oocyte vitrification and 
warming protocols with comparable efficiencies to a standard method Hum Reprod. 2025 Jun 
1;40(6):1066-1076. doi: 10.1093/humrep/deaf069. 

31. Coticchio G, Ezoe K, Lagalla C, et al. Perturbations of morphogenesis at the compaction stage affect 
blastocyst implantation and live birth rates. Hum Reprod. 2021 Mar 18;36(4):918-928. doi: 
10.1093/humrep/deab011.  

32. Diaz-Garcia C, Domingo J, Garcia-Velasco JA, et al. Oocyte vitrification versus ovarian cortex 
transplantation in fertility preservation for adult women undergoing gonadotoxic treatments: a prospective 
cohort study. Fertil Steril 2018, 109(3):478-485. https://doi.org/10.1016/j.fertnstert.2017.11.018  

33. Du S, Shen C, Zhang J. A comparative analysis of the clinical pregnancy and perinatal outcomes between 
oocyte vitrification and embryo vitrification based on the propensity score matching method. J Assist 
Reprod Genet. 2024 Apr;41(4):875-883. doi: 10.1007/s10815-024-03055-3. 

34. European IVF Monitoring Consortium (EIM) for the European Society of Human Reproduction and 
Embryology (ESHRE); Smeenk J, Wyns C, De Geyter C, et al.ART in Europe, 2019: results generated 
from European registries by ESHRE Hum Reprod. 2023 Dec 4;38(12):2321-2338. doi: 
10.1093/humrep/dead197. 

35. Ezoe K, Miki T, Akaike H, et al. Maternal age affects pronuclear and chromatin dynamics, morula 
compaction and cell polarity, and blastulation of human embryos. Hum Reprod. 2023 Mar 1;38(3):387-
399. doi: 10.1093/humrep/dead001. 

36. Ezoe K, Miki T, Fujiwara N, et al. Influence of the shortened warming protocol on human blastocyst viability: 
an in-vitro experimental study Reprod Biomed Online. 2025 Jan;50(1):104454. doi: 
10.1016/j.rbmo.2024.104454.  

https://doi.org/10.1093/humrep/deaa178


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 14 of 19 

 

 
Page  14 | 19 

37. Ezoe K, Onogi S, Sawado A,  et al. Maternal and obstetric outcomes following the transfer of embryos 
warmed with fatty acid-supplemented solutions BMC Pregnancy Childbirth. 2024 May 4;24(1):343. 
doi: 10.1186/s12884-024-06546-4. 

38. Gallardo M, Braula A, Santos J, et al. P-187 Vitrified-warmed donor oocytes’ cryo-survival rate is not 
associated with subsequent embryological outcomes and clinical pregnancy rate per first transfer Human 
Reproduction, Volume 38, Issue Supplement_1, June 2023, dead093.547, 
https://doi.org/10.1093/humrep/dead093.547 

39. Gianaroli L, Perruzza D, Albanese C, et al. Failure to detect DNA in blastocoel fluid is associated with a 
higher live birth rate in both PGT-A and conventional IVF/ICSI cycles. Hum Reprod. 2023 Jul 5;38(7):1268-
1276. doi: 10.1093/humrep/dead088. 

40. Giles J, Cruz M, Cobo A, et al. Medroxyprogesterone acetate: an alternative to GnRH-antagonist in oocyte 
vitrification for social fertility preservation and preimplantation genetic testing for aneuploidy. Reprod 
Biomed Online. 2023 Aug;47(2):103222. doi: 10.1016/j.rbmo.2023.04.013.  

41. Guerrero J, Castillo JC, Ten J, et al. Random-start ovarian stimulation in an oocyte donation programme: 
a large, single-centre, experience Reprod Biomed Online. 2024 Jan;48(1):103572. doi: 
10.1016/j.rbmo.2023.103572. 

42. Guo Y, Fang Z, Yu L, et al. Which endometrial preparation protocol provides better pregnancy and 
perinatal outcomes for endometriosis patients in frozen-thawed embryo transfer cycles? A retrospective 
study on 1413 patients J Ovarian Res. 2023 Jan 9;16(1):7. doi: 10.1186/s13048-023-01095-4. 

43. Gursu T, Goksever Celik H, Eraslan A, et al. Comparison of pregnancy outcomes of 7515 same donor 
oocyte cycle fresh and cryopreserved-thawed oocytes in 609 donor oocyte recipient cycles: A single 
institution analysis. Eur J Obstet Gynecol Reprod Biol. 2022 Oct;277:110-115. doi: 
10.1016/j.ejogrb.2022.08.015.  

44. Hajek J, Baron R, Sandi-Monroy N, et al. A randomized, multi-center, open trial comparing a semi-
automated closed vitrification system with a manual open system in women undergoing IVF. Hum Reprod. 
2021 Jul 19;36(8):2101-2110. doi: 10.1093/humrep/deab140.  

45. Hanson BM, Kim JG, Suarez SI, et al. Embryology outcomes after oocyte vitrification with super-cooled 
slush nitrogen are similar to outcomes with conventional liquid nitrogen: a randomized controlled trial. Fertil 
Steril. 2022 Jan;117(1):106-114. doi: 10.1016/j.fertnstert.2021.08.043. 

46. He Y, Tang Y, Liu H, et al. No advantage of single day 6 good-quality blastocyst transfer versus single day 
5 poor-quality blastocyst transfer in frozen-thawed cycles stratified by age: a retrospective study BMC 
Pregnancy Childbirth. 2023 Jan 30;23(1):79. doi: 10.1186/s12884-023-05387-x. 

47. Hesters L, Sermondade N, Lambert C, et al. Following IVF Collaborative Group members of BLEFCO. Is 
large for gestational age in singletons born after frozen embryo transfer associated with freezing technique 
or endometrial preparation protocol? A longitudinal national French study Hum Reprod. 2024 Apr 
3;39(4):724-732. doi: 10.1093/humrep/deae027. 

48. Hernandez-Nieto C, Lee JA, Slifkin R, et al. What is the reproductive potential of day 7 euploid embryos? 
Human Reproduction. 2019; 34(9):1697-1706. https://doi.org/10.1093/humrep/dez129 . 

49. Hershko Klement A, Tulandi T, Hasson J, et al. Does fresh single embryo transfer outcome predict the 
result of a subsequent vitrified-warmed blastocyst of the same cohort? Hum Fertil (Camb). 2022 
Apr;25(2):323-328. doi: 10.1080/14647273.2020.1794061. 

50. Hu J, Zheng J, Li J, et al. D6 high-quality expanded blastocysts and D5 expanded blastocysts have similar 
pregnancy and perinatal outcomes following single frozen blastocyst transfer. Front Endocrinol 
(Lausanne). 2023 Nov 9;14:1216910. doi: 10.3389/fendo.2023.1216910. 

51. Huang Y, Cheng Y, Zhang M, et al. Effect of repeated vitrification of human embryos on pregnancy and 
neonatal outcomes. J Ovarian Res. 2024 Feb 24;17(1):51. doi: 10.1186/s13048-024-01370-y.  

52. Ito A, Katagiri Y, Oigawa S, et al. Effect of blastocyst shrinkage on assisted reproductive outcomes: a 
retrospective cohort study describing a new morphological evaluation of blastocyst pre-vitrification and 
post-warming. J Ovarian Res. 2023 Sep 14;16(1):192. doi: 10.1186/s13048-023-0127 

53. Ji J, Ling X, Zhou Q, et al. Prioritized single vitrified blastocyst to be warmed between grades 3 or 4 
blastocyst on day 5 transfer cycles. Arch Gynecol Obstet. 2024 Apr;309(4):1629-1641. doi: 
10.1007/s00404-023-07336-7. 

54. Ji H, Zhang MQ, Zhou Q, et al. Trophectoderm biopsy is associated with adverse obstetric outcomes rather 
than neonatal outcomes BMC Pregnancy Childbirth. 2023 Mar 4;23(1):141. doi: 10.1186/s12884-023-
05466-z. 

https://doi.org/10.1093/humrep/dead093.547


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 15 of 19 

 

 
Page  15 | 19 

55. Jiang Y, Jiang R, He H, et al. Comparison of clinical outcomes for different morphological scores of D5 
and D6 blastocysts in the frozen-thawed cycle. BMC Pregnancy Childbirth. 2023 Feb 6;23(1):97. doi: 
10.1186/s12884-023-05415-w. 

56. Kato K, Ezoe K, Onogi S, et al. Comparison of 1-year cumulative live birth and perinatal outcomes following 
single blastocyst transfer with or without preimplantation genetic testing for aneuploidy: a propensity score-
matched study. J Assist Reprod Genet. 2023 Nov;40(11):2669-2680. doi: 10.1007/s10815-023-02926-5. 

57. Kato K, Ezoe K, Yabuuchi A, et al. Comparison of pregnancy outcomes following fresh and electively 
frozen single blastocyst transfer in natural cycle and clomiphene-stimulated IVF cycles.  Hum Reprod 
Open. 2018 Apr 25;2018(3):hoy006. doi: 10.1093/hropen/hoy006.  

58. Kato K, Takehara Y, Segawa T, et al. Minimal ovarian stimulation combined with elective single embryo 
transfer policy: age-specific results of a large, single-centre, Japanese cohort. Reprod Biol Endocrinol. 
2012 Apr 27;10:35. doi: 10.1186/1477-7827-10-35.  

59. Keshavarzi S, Eftekhari AD, Vahabzadeh H, et al. A comparative study of post-warming survival rates and 
clinical outcomes of human blastocysts vitrified/warmed by CryoTouch and Cryotop methods. JBRA Assist 
Reprod. 2022 Nov 9;26(4):568-573. doi: 10.5935/1518-0557.20210116.  

60. Kontopoulos G, Simopoulou M, Zervomanolakis I, et al. Cleavage Stage versus Blastocyst Stage Embryo 
Transfer in Oocyte Donation Cycles. Medicina (Kaunas) 2019; 55(6):293. 
https://doi.org/10.3390/medicina55060293. 

61. Kotliarova O, Aydin B, Dorofeyeva U, et al. O-121 Optimizing morphokinetic embryo development: oocyte 
and embryo vitrification and thawing via ultra-rapid warming protocol. Human Reproduction, Volume 40, 
Issue Supplement_1, June 2025, deaf097.121, https://doi.org/10.1093/humrep/deaf097.121. 

62. Kuroda K, Ezoe K, Kato K, et al. Infertility treatment strategy involving combined freeze-all embryos and 
single vitrified-warmed embryo transfer during hormonal replacement cycle for in vitro fertilization of 
women with hypogonadotropic hypogonadism. J Obstet Gynaecol 2018; Res. 44(5):922-928. 
https://doi.org/10.1111/jog.13597. 

63. Kwan HCK. Reconsideration of the safety and effectiveness of human oocyte cryopreservation. Reprod 
Biol Endocrinol. 2023 Feb 27;21(1):22. doi: 10.1186/s12958-023-01071-z. 

64. La Marca A, Dal Canto M, Buccheri M, et al. A novel transnational fresh oocyte donation (TOD) program 
based on transport of frozen sperm and embryos. Human Reproduction. 2018 
https://doi.org/10.1093/humrep/dey331 

65. Li J, Yin M, Wang B, et al. The effect of storage time after vitrification on pregnancy and neonatal outcomes 
among 24 698 patients following the first embryo transfer cycles. Hum Reprod. 2020 Jul 1;35(7):1675-
1684. doi: 10.1093/humrep/deaa136. 

66. Li L, Bi X, Wu X, et al. Improving vitrification efficiency of human in vitro matured oocytes by the addition 
of LEA proteins Hum Reprod. 2024 Jun 3;39(6):1275-1290. doi: 10.1093/humrep/deae065. 

67. Li X, Guo P, Blockeel C, et al. Storage duration of vitrified embryos does not affect pregnancy and neonatal 
outcomes after frozen-thawed embryo transfer. Front Endocrinol (Lausanne). 2023 Mar 14;14:1148411. 
doi: 10.3389/fendo.2023.1148411.  

68. Li X, Zeng Y, He J, et al. The optimal frozen embryo transfer strategy for the recurrent implantation failure 
patient without blastocyst freezing: thawing day 3 embryos and culturing to day 5 blastocysts. Zygote. 
2023 Dec;31(6):596-604. doi: 10.1017/S0967199423000503. 

69. Lopez Feijoo C, Cerrillo M, Kohls G, et al. P-211 “Survival rates after vitrification of oocytes obtained after 
luteal phase vs follicular phase ovarian stimulation”. Human Reproduction, Volume 38, Issue 
Supplement_1, June 2023, dead093.570, https://doi.org/10.1093/humrep/dead093.570. 

70. Lopez Rodriguez L, Garijo López Y, Arnanz Poyatos A, et al. O-160 Do day of vitrification, grade of 
expansion and blastocyst quality affect embryo survival rate? An observational study in oocyte recipient 
patients Human Reproduction, Volume 38, Issue Supplement_1, June 2023, dead093.193, 
https://doi.org/10.1093/humrep/dead093.193. 

71. Ma Y, Sun M, Wen T, et al. Storage time does not influence pregnancy and neonatal outcomes for first 
single vitrified high-quality blastocyst transfer cycle Reprod Biomed Online. 2023 Oct;47(4):103254. doi: 
10.1016/j.rbmo.2023.06.009.  

72. Magli MC, Albanese C, Crippa A, et al. Deoxyribonucleic acid detection in blastocoelic fluid: a new 
predictor of embryo ploidy and viable pregnancy. Fertil Steril. 2019; 111(1):77-85. 
https://doi.org/10.1016/j.fertnstert.2018.09.016. 

https://doi.org/10.3390/medicina55060293
https://doi.org/10.1111/jog.13597
https://doi.org/10.1093/humrep/dey331
https://doi.org/10.1093/humrep/dead093.570
https://doi.org/10.1093/humrep/dead093.193
https://doi.org/10.1016/j.fertnstert.2018.09.016


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 16 of 19 

 

 
Page  16 | 19 

73. Mao Y, Tang N, Luo Y, et al. Effects of vitrified cryopreservation duration on IVF and neonatal outcomes. 
J Ovarian Res. 2022 Sep 8;15(1):101. doi: 10.1186/s13048-022-01035-8.  

74. Melado L, Arnanz A, Bayram A, et al. Anti-Müllerian hormone is an independent marker for oocyte survival 
after vitrification. Reprod Biomed Online. 2020 Jul;41(1):119-127. doi: 10.1016/j.rbmo.2020.03.014.  

75. Montgomery K, Montgomery S, Campbell A, et al. A comparison of the morphokinetic profiles of embryos 
developed from vitrified versus fresh oocytes. Reprod Biomed Online. 2023 Jul;47(1):51-60. doi: 
10.1016/j.rbmo.2023.02.011.  

76. Montjean D, Pauly V, Gervoise-Boyer M, et al. Is it worth it to cryopreserve embryos with blastulation delay 
at day 5? Zygote. 2019; 27(4):219-224. https://doi.org/10.1017/s0967199419000157.  

77. Mori C, Yabuuchi A, Ezoe K, et al.  Hydroxypropyl cellulose as an option for supplementation of 
cryoprotectant solutions for embryo vitrification in human assisted reproductive technologies. Reprod 
Biomed Online. 2015 Jun;30(6):613-21. doi: 10.1016/j.rbmo.2015.02.004.  

78. Musa NS, Ganasan V, Chen JJ. P-239 Comparative study between two commercial vitrification kits on 
survival and clinical outcome for blastocyst frozen embryo transfer. Human Reproduction, Volume 39, 
Issue Supplement_1, July 2024, deae108.609, https://doi.org/10.1093/humrep/deae108.60.9 

79. Nanassy L, Schoepper B, Schultze-Mosgau A, et al. Evaluation of live birth rates and perinatal outcomes 
following two sequential vitrification/warming events at the zygote and blastocyst stages. J Assist Reprod 
Genet. 2023 Oct;40(10):2357-2365. doi: 10.1007/s10815-023-02909-6. 

80. Nogueira D, Fajau-Prevot C, Clouet M, et al. Outcomes of Different In Vitro Maturation Procedures for 
Oocyte Cryopreservation for Fertility Preservation and yet Another Live Birth in a Cancer Patient.  Life 
(Basel). 2023 Jun 9;13(6):1355. doi: 10.3390/life13061355.  

81. Nohales M, Coello A, Martin A, et al. Should embryo rebiopsy be considered a regular strategy to increase 
the number of embryos available for transfer? J Assist Reprod Genet. 2023 Aug;40(8):1905-1913. doi: 
10.1007/s10815-023-02875-z. 

82. Ohata K, Ezoe K, Miki T, et al. Effects of fatty acid supplementation during vitrification and warming on the 
developmental competence of mouse, bovine and human oocytes and embryos.  Reprod Biomed 
Online. 2021 Jul;43(1):14-25. doi: 10.1016/j.rbmo.2021.03.022. 

83. Onogi S, Ezoe K, Kawasaki N, et al. Maternal and obstetric outcomes are influenced by developmental 
stage and cryopreservation of transferred embryos after clomiphene citrate-based minimal stimulation IVF. 
Hum Reprod Open. 2022 Apr 8;2022(2):hoac018. doi: 10.1093/hropen/hoac018. 

84. Ozer G. Initial β-hCG levels and 2-day-later increase rates effectively predict pregnancy outcomes in single 
blastocyst transfer in frozen-thawed or fresh cycles: A retrospective cohort study. Medicine (Baltimore). 
2023 Oct 20;102(42):e35605. doi: 10.1097/MD.0000000000035605. 

85. Ozer G, Akca A, Yuksel B, et al. Prediction of risk factors for first trimester pregnancy loss in frozen-
thawed good-quality embryo transfer cycles using machine learning algorithms J Assist Reprod Genet. 
2023 Feb;40(2):279-288. doi: 10.1007/s10815-022-02645-3. 

86. Ozgur K, Berkkanoglu M, Bulut H, et al. Blastocyst age, expansion, trophectoderm morphology, and 
number cryopreserved are variables predicting clinical implantation in single blastocyst frozen embryo 
transfers in freeze-only-IVF. J Assist Reprod Genet. 2021 May;38(5):1077-1087. doi: 10.1007/s10815-
021-02110-7. 

87. Ozgur K, Bulut H, Berkkanoglu M, et al. Frozen embryo transfer can be performed in the cycle immediately 
following the freeze-all cycle. J Assist Reprod Genet. 2018; 35(1):135-142. https://doi.org/10.1007/s10815-
017-1048-6.  

88. Papis K, Hardej K, Stachowiak E, et al. Equivalent outcomes of human oocytes after vitrification or slow 
freezing with a modified rehydration protocol. Reprod Biol Endocrinol. 2025 Apr 15;23(1):58. doi: 
10.1186/s12958-025-01383-2. 

89. Parmegiani L, Beilby KH, Arnone A, et al. Testing the efficacy and efficiency of a single "universal warming 
protocol" for vitrified human embryos: prospective randomized controlled trial and retrospective 
longitudinal cohort study. J Assist Reprod Genet. 2018; 35(10):1887-1895. 
https://doi.org/10.1007/s10815-018-1276-4   

90. Pellegrini L, De Angelis F, Tartaglia S, et al. The international transportation of frozen embryos does not 
affect IVF outcomes. Arch Gynecol Obstet. 2023 Sep;308(3):989-995. doi: 10.1007/s00404-023-07092-8.  

91. Peinado I, Moya I, García-Valverde L, et al. Potential Development of Vitrified Immature Human Oocytes: 
Influence of the Culture Medium and the Timing of Vitrification. Int J Mol Sci. 2022 Dec 27;24(1):417. doi: 
10.3390/ijms24010417.  

https://doi.org/10.1093/humrep/deae108.60.9


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 17 of 19 

 

 
Page  17 | 19 

92. Pérez-Sánchez M, Pardiñas ML, Díez-Juan A, et al. The effect of vitrification on blastocyst mitochondrial 
DNA dynamics and gene expression profiles. J Assist Reprod Genet. 2023 Nov;40(11):2577-2589. doi: 
10.1007/s10815-023-02952-3. 

93. Pujol A, Zamora MJ, Obradors A, et al. Comparison of two different oocyte vitrification methods: a 
prospective, paired study on the same genetic background and stimulation protocol. Hum Reprod. 2019 
Jun 4;34(6):989-997. doi: 10.1093/humrep/dez045.  

94. Regincos M, Zamora MJ, Correa N, et al. P-202 Comparative analysis of one-step ultrafast versus multi-
step conventional warming protocols: a retrospective study of 2,548 single frozen embryo transfersHuman 
Reproduction, Volume 40, Issue Supplement_1, June 2025, deaf097.511, 
https://doi.org/10.1093/humrep/deaf097.511. 

95. Rienzi L, Cimadomo D, Delgado A, et al. Time of morulation and trophectoderm quality are predictors of a 
live birth after euploid blastocyst transfer: a multicenter study. Fertil Steril. 2019; 112(6):1080-1093.e1 
https://doi.org/10.1016/j.fertnstert.2019.07.1322. 

96. Rienzi L, Cimadomo D, Maggiulli R, et al. Definition of a clinical strategy to enhance the efficacy, efficiency 
and safety of egg donation cycles with imported vitrified oocytes. Hum Reprod. 2020;35(4):785-795. 
https://doi.org/10.1093/humrep/deaa009. 

97. Rodriguez F, Cruz M, Requena A. Impact of parental chromosomal polymorphisms on the incidence of 
congenital anomalies and perinatal complications in a cohort of newborns conceived after ICSI + PGT-A. 
Reprod Biol Endocrinol. 2022 Sep 27;20(1):145. doi: 10.1186/s12958-022-01012-2.  

98. Roger S, Estevez S, Hernandez-Nieto C, et al. Duration of cryostorage is not associated with rates of thaw 
survival, fertilization, blastulation and ploidy, or pregnancy outcomes of vitrified human oocytes. J Assist 
Reprod Genet. 2025 Feb;42(2):525-532. doi: 10.1007/s10815-024-03350-z.  

99. Roy SV, Swamy M, Sujala S, et al. P-216: Interchanging warming solutions between vitrification/warming 
kits, and their impact on embryo survival and clinical efficacy. Human Reproduction, Volume 40, Issue 
Supplement_1, June 2025, deaf097.525, https://doi.org/10.1093/humrep/deaf097.525. 

100. Sawado A, Ezoe K, Miki T, et al. Fatty acid supplementation during warming improves pregnancy 
outcomes after frozen blastocyst transfers: a propensity score-matched study Sci Rep. 2024 Apr 
23;14(1):9343. doi: 10.1038/s41598-024-60136-0. 

101. Schiewe MC, Wozniak K, Reichelderfer R, et al. Ultra-fast vitrification (UFV) and rapid elution (RE) of 
human germinal vesicle (GV) oocytes: survival, maturation and spindle integrity. In: ASRM Scientific 
Congress Expo; Oct 19-23; Denver, Colorado, USA. Fertil Steril 120 (4), O-136 Supplement E57. 

102. Schiewe MC, Reichelderfer R, Wozniak K, et al. Ultra-fast vitrification and rapid elution of human oocytes: 
part I. germinal vesicle model validation Reprod Biomed Online. 2024 Dec;49(6):104691. doi: 
10.1016/j.rbmo.2024.104691.  

103. Sciorio R, Antonini E, Engl B. Live birth and clinical outcome of vitrification-warming donor oocyte 
programme: an experience of a single IVF unit. Zygote. 2021 Oct;29(5):410-416. doi: 
10.1017/S0967199421000204.  

104. Sekhon L, Feuerstein J, Pan S, et al. Endometrial preparation before the transfer of single, vitrified-
warmed, euploid blastocysts: does the duration of estradiol treatment influence clinical outcome? Fertil 
Steril. 2019; 111(6):1177-1185.e3. https://doi.org/10.1016/j.fertnstert.2019.02.024. 

105. Sekhon L, Lee JA, Flisser E, et al. Blastocyst vitrification, cryostorage and warming does not affect live 
birth rate, infant birth weight or timing of delivery. Reproductive BioMedicine Online 2018; 37(1), 33–42.  
https://doi.org/10.1016/j.rbmo.2018.03.008. 

106. Seshadri S, Saab W, Exeter H, et al. Clinical outcomes of a vitrified donor oocyte programme: A single UK 
centre experience. Eur J Obstet Gynecol Reprod Biol. 2018; 225:136-
140.https://doi.org/10.1016/j.ejogrb.2018.04.017. 

107. Setti AS, Braga DPAF, Iaconelli A, et al. Fresh oocyte cycles yield improved embryo quality compared with 
frozen oocyte cycles in an egg-sharing donation programme. Zygote. 2021 Jun;29(3):234-238. doi: 
10.1017/S0967199420000842.  

108. Sheikhi O, Golsorkhtabaramiri M, Esmaeilzadeh S, et al. Reproductive outcomes of vitrified blastocyst 
transfer in modified natural cycle versus mild hormonally stimulated and artificial protocols: A randomized 
control trial. JBRA Assist Reprod. 2018, Sep 1;22(3):221-227. https://doi.org/10.5935/1518-
0557.20180040. 

https://doi.org/10.1093/humrep/deaf097.511
https://doi.org/10.1093/humrep/deaa009
https://doi.org/10.1093/humrep/deaf097.525
https://doi.org/10.1016/j.fertnstert.2019.02.024
https://doi.org/10.5935/1518-0557.20180040
https://doi.org/10.5935/1518-0557.20180040


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 18 of 19 

 

 
Page  18 | 19 

109. Shen X, Ding M, Yan Y, et al. Perinatal outcomes of singletons following double vitrification-warming 
procedures: a retrospective study using propensity score analysis. BMC Pregnancy Childbirth. 2023 Jan 
14;23(1):30. doi: 10.1186/s12884-023-05369-z. 

110. Takahashi N, Harada M, Oi N, et al. Preclinical validation of the new vitrification device possessing a 
feature of absorbing excess vitrification solution for the cryopreservation of human embryos. J Obstet 
Gynaecol Res. 2020 Feb;46(2):302-309. doi: 10.1111/jog.14176.  

111. Torra-Massana M, Miguel-Escalada I, Vassena R, et al. Long-term storage of vitrified oocytes does not 
affect pregnancy and live birth rates: analysis of 5362 oocyte donation cycles. Reprod Biomed Online. 
2023 Sep;47(3):103228. doi: 10.1016/j.rbmo.2023.04.019.  

112. Troncoso-Perez P, Gonzalez-Navas C, Coccia ME, et al. Application of a single "Universal warming 
protocol" for vitrified donor oocytes: A multicenter study. J Assist Reprod Genet. 2025 Apr;42(4):1331-
1341. doi: 10.1007/s10815-025-03423-7. 

113. Tsai S, Johal J, Malmsten J, et al. Embryo ploidy in vitrified versus fresh oocytes: Is there a difference? J 
Assist Reprod Genet. 2023 Oct;40(10):2419-2425. doi: 10.1007/s10815-023-02901-0. 

114. Ueno S, Berntsen J, Okimura T, et al. Improved pregnancy prediction performance in an updated deep-
learning embryo selection model: a retrospective independent validation study. Reprod Biomed Online. 
2024 Jan;48(1):103308. doi: 10.1016/j.rbmo.2023.103308. 

115. Ueno S, Ito M, Shimazaki K, et al. Comparison of Embryo and Clinical Outcomes in Different Types of 
Incubator Between Two Different Embryo Culture Systems. Reprod Sci. 2021 Aug;28(8):2301-2309. doi: 
10.1007/s43032-021-00504-7. 

116. Ueno S, Ito M, Uchiyama K, et al. Closed embryo culture system improved embryological and clinical 
outcome for single vitrified-warmed blastocyst transfer: A single-center large cohort study. Reprod Biol. 
2019 Jun;19(2):139-144. doi: 10.1016/j.repbio.2019.03.004.  

117. Wang J, Ma L, Mei J, et al. Impacts of different culture times on pregnancy outcomes after thawing of 
cleavage stage embryos. BMC Pregnancy Childbirth. 2023 Nov 29;23(1):824. doi: 10.1186/s12884-023-
06139-7. 

118. Wang S, Chen L, Fang J, et al. A compact, high-throughput semi-automated embryo vitrification system 
based on hydrogel. Reprod Biomed Online. 2024 May;48(5):103769. doi: 10.1016/j.rbmo.2023.103769.  

119. Wang X, Zhang S, Gu Y, et al. The impact of blastocyst freezing and biopsy on the association of blastocyst 
morphological parameters with live birth and singleton birthweight. Fertil Steril. 2023 Jan;119(1):56-66. 
doi: 10.1016/j.fertnstert.2022.09.030. 

120. Wei C, Xiang S, Liu D, et al. Laser-assisted hatching improves pregnancy outcomes in frozen-thawed 
embryo transfer cycles of cleavage-stage embryos: a large retrospective cohort study with propensity 
score matching. J Assist Reprod Genet. 2023 Feb;40(2):417-427. doi: 10.1007/s10815-022-02711-w. 

121. Wozniak K, Reichelderfer R, Ghaemi S, et al. Ultra-fast vitrification and rapid elution of human oocytes: 
Part II - verification of blastocyst development from mature oocytes. Reprod Biomed Online. 2024 
Dec;49(6):104690. doi: 10.1016/j.rbmo.2024.104690.  

122. Wu Y, Lu X, Chen H, et al. Comparison of frozen-thaw blastocyst transfer strategies in women aged 35-
40 years: a retrospective study. Front Endocrinol (Lausanne). 2023 Jun 19;14:1141605. doi: 
10.3389/fendo.2023.1141605. 

123. Xiong S, Liu JX, Liu DY, et al. Prolonged interval time between blastocyst biopsy and vitrification 
compromised the outcomes in preimplantation genetic testing. Zygote. 2021 Aug;29(4):276-281. doi: 
10.1017/S0967199420000866.  

124. Yaacobi-Artzi S, Yonish M, Shavit T. P-255 Ultra-Fast warming protocol for vitrified blastocysts 
demonstrates similar survival, re-expansion, and pregnancy rates compared to the standard warming 
protocol Human Reproduction, Volume 40, Issue Supplement_1, June 2025, deaf097.563, 
https://doi.org/10.1093/humrep/deaf097.563. 

125. Yan G, Yao Y, Yang W, et al. An all-37 °C thawing method improves the clinical outcomes of vitrified 
frozen-thawed embryo transfer: a retrospective study using a case-control matching analysis. Arch 
Gynecol Obstet. 2023 Jun;307(6):1991-1999. doi: 10.1007/s00404-023-07029-1. 

126. Yin H, Jiang H, Zhu J, et al. Association of serum progesterone levels on the transfer day with pregnancy 
outcomes in hormone replacement frozen-thawed cycles with oral dydrogesterone for strengthened luteal 
phase support. Taiwan J Obstet Gynecol. 2023 Nov;62(6):817-822. doi: 10.1016/j.tjog.2023.05.013. 

127. Yoshida M, Abe S, Koyanagi Y, et al. Diamour®, a newly vitrification device for human blastocysts, 
provides the same efficient perinatal outcomes as the commonly used Cryotop®. Taiwan J Obstet 
Gynecol. 2022 Jul;61(4):590-595. doi: 10.1016/j.tjog.2021.08.004.  

https://doi.org/10.1093/humrep/deaf097.563


 
 
 
 

ID: Anx 9.2_SSCP_VT_v.7 
Date: 08/09/2025 

 
Page 19 of 19 

 

 
Page  19 | 19 

128. Yu Q, He H, Ren XL, Hu SF, et al. Pregnancy Outcomes for Day 5 Versus Day 6 Single Frozen-thawed 
Blastocyst Transfer with Different Qualities of Embryos: A Large Matched-cohort Study Curr Med Sci. 2023 
Apr;43(2):297-303. doi: 10.1007/s11596-023-2699-4.  

129. Zamora MJ, Gayete-Mor B, Regincós M, et al. P-195 One-step ultrafast warming of vitrified human 
oocytes: comparable clinical outcomes and improved blastocyst rates in a sibling oocyte study. Human 
Reproduction, Volume 40, Issue Supplement_1, June 2025, deaf097.504, 
https://doi.org/10.1093/humrep/deaf097.504. 

130. Zeng C, Lu RH, Li X, et al. Effect of frozen-thawed embryo transfer with a poor-quality embryo and a good-
quality embryo on pregnancy and neonatal outcomes. Reprod Biol Endocrinol. 2024 Feb 21;22(1):26. doi: 
10.1186/s12958-024-01194-x. 

131. Zhan S, Lin C, Lin Q, et al. Vitrification preservation of good-quality blastocysts for more than 5 years 
reduces implantation and live birth rates. Hum Reprod. 2024 Sep 1;39(9):1960-1968. doi: 
10.1093/humrep/deae150. 

132. Zhang H, Ye D, Wu Y, et al. Effect of exposed-to-air frequency of cryopreserved embryo on clinical 
outcomes of vitrified-warmed embryo transfer cycles: a retrospective analysis of 9,200 vitrified-warmed 
transfer cycles. BMC Pregnancy Childbirth. 2023 Aug 17;23(1):590. doi: 10.1186/s12884-023-05879-w. 

133. Zhu H, Li L, Zhang H, et al. Comparison of the effect of two commercialized vitrification carriers on 
pregnancy outcomes in freeze-thaw cycles J Int Med Res. 2023 Aug;51(8):3000605231187948. doi: 
10.1177/03000605231187948. 

134. Zhu J, Wang C, Cao Z, et al. Developmental competence and neonatal outcomes of nonpronuclear 
zygotes following single vitrified-warmed blastocyst transfers using propensity score matching analysis. 
Arch Gynecol Obstet. 2024 Jan;309(1):295-304. doi: 10.1007/s00404-023-07235-x.  

https://doi.org/10.1093/humrep/deaf097.504

	0 Abbreviations
	1 Device identification and general information
	1.1 Device trade name(s)
	1.2 Manufacturer’s name and address
	1.3 Manufacturer’s single registration number (SRN)
	1.4 Basic UDI-DI
	1.5 Medical device nomenclature description/text
	1.6 Class of device
	1.7 Year when the first certificate (CE) was issued covering the device
	1.8 Authorized representative; name and the SRN
	1.9 Notified Body (NB)’s name and single identification number

	2 Intended use of the device
	2.1 Intended purpose
	2.2 Indication(s) and intended patient groups
	2.3 Contraindications and/or limitations

	3 Device description
	3.1 Description of the device
	3.2 A reference to previous generation(s) or variants if such exist, and a description of the differences
	3.3 Description of any accessories which are intended to be used in combination with the device
	3.4 Description of any other devices and products which are intended to be used in combination with the device

	4 Risks and warnings
	4.1 Residual risks and undesirable effects
	4.2 Warnings and precautions
	4.3 Summary of any field safety corrective action (FSCA including FSN)

	5 Summary of clinical evaluation and post-market clinical follow-up (PMCF)
	5.1 Summary of clinical data related to similar/equivalent devices
	5.2 Summary of clinical data from literature
	5.3 Summary of real-world clinical data from IVF clinics
	5.4 Vigilance analysis and customer/market feedback
	5.5 An overall summary of clinical performance and safety
	5.6 Ongoing or planned post-market clinical follow-up

	6 Possible diagnostic or therapeutic alternatives
	7 Suggested profile and training for users
	8 Reference to any applicable common specification(s), harmonized standard(s) or applicable guidance document(s)
	9 Revision history
	10 Summary of the safety and clinical performance for patients
	11 References

