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1.  DEVICE DESCRIPTION 
 

The MEDPLATES® Titanium Screw Fixation System is a comprehensive range of titanium bone screws and 
compatible instruments intended for use in craniomaxillofacial (CMF) surgery, reconstruction, sternal closure, 
laminoplasty, and hand surgery. Screws are used in combination with MEDPLATES® titanium plates to achieve 
rigid internal fixation of bony structures. 

 

1.1  System Components 
SCREWS — self-drilling and self-tapping titanium cortical screws in diameters 1.2, 1.3, 1.5, 1.6, 1.9, 2.0, 2.3, 
2.4, 2.7, and 3.0 mm; lengths 3–30 mm. Locking, standard, EMG (rescue), and IMF (intermaxillary fixation) 
variants are included in the portfolio. Screw head recess is cross-type (+); head diameter is proportional to 
shaft diameter. 

 

1.2  Materials 

Component Material Standard 

All screws (all diameters) Grade 5 Titanium Alloy Ti-6Al-4V ELI ASTM F136 / ISO 5832-3 

Compatible instruments Stainless Steel ISO 13402 

 

1.3  Biocompatibility & Contact Duration 
All MEDPLATES® titanium screws are biologically inert and fully biocompatible per ISO 10993-1 (Classification 
C — Permanent implant, contact > 30 days). Screws do not contain medicinal substances, human or animal 
tissue derivatives, or radioactive components. Supporting documentation: Chemical Characterisation Test 
Reports CC 2024-03-03 and Toxicological Risk Assessment — Titanium Locked Screw 3.24 mm (Cancerrna 
Biotechnology). 

 

1.4  Device Codes 

Code System Code(s) 

EMDN P09120503 — Osteosynthesis screw-plate systems 

GMDN 46638, 34017 

MDR Class Class IIb — MDR 2017/745/EU, Annex VIII, Rule 8 

 

2.  INTENDED USE / INDICATIONS 
 

MEDPLATES® titanium screws are indicated for internal fixation of the craniofacial skeleton and adjacent small 
bones in combination with compatible MEDPLATES® titanium plates, providing temporary rigid stabilisation 
while osseous healing occurs (typically 6–12 weeks). Specific indications include, but are not limited to: 

 
• Fractures of the cranial vault, fronto-orbital region, zygoma, midface, and mandible 
• Le Fort I, II, and III osteotomies and orthognathic surgical procedures 
• Condylar and subcondylar fracture fixation 
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• Craniofacial reconstruction following tumour resection or trauma 
• Sternal closure and re-closure following median sternotomy (with sternal plate and screw variants) 
• Laminoplasty procedures 
• Small-bone fixation of the hand and wrist 
• Bone-graft fixation 
• IMF (intermaxillary fixation) for mandibular fracture management 

 

The devices are intended for use by qualified and trained surgeons in a hospital or licensed surgical facility. 
Patient population: paediatric, adolescent, and adult patients. 

 

3.  CONTRAINDICATIONS 
 

⚠  CONTRAINDICATIONS 

• Active local or systemic infection at the surgical site 

• Confirmed or suspected titanium / metal allergy or hypersensitivity 

• Severe osteoporosis, osteomalacia, or other conditions that prevent adequate screw purchase in 
bone 

• Fractures involving open physes in skeletally immature patients (relative contraindication; assess 
risk:benefit) 

• Blood supply compromise or radiation-damaged bone at the intended screw site 

• Autoimmune conditions significantly impairing wound healing 

• Tumour in the implant zone that has not been excised 

• Patients unable or unwilling to comply with post-operative restrictions 

• Known alcohol, drug, or substance dependency affecting compliance 

• Pharmacological therapy known to impair bone healing (e.g. high-dose corticosteroids, 
bisphosphonates — relative contraindication) 

• Non-sterile operative environment unless appropriate antibiotic prophylaxis is applied 

• Bone insufficient in quality or quantity to support screw fixation at the required torque 

 

4.  WARNINGS 
 

⚠  GENERAL WARNINGS 

• Single-use only. Do not re-sterilise or reuse screws that have been implanted or have contacted 
contaminated tissue. 

• Do not use screws from damaged or previously opened packaging. 

• Screws must be sterilised by the user prior to use — products are supplied NON-STERILE (see 
Section 12). 
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• Use only MEDPLATES® compatible plates and instruments. Do not mix with screws or instruments 
from other manufacturers. 

• Inspect each screw under adequate lighting before insertion. Discard any screw showing visible 
defects, damaged threads, or deformed head recess. 

• Titanium screws must NEVER be used adjacent to incompatible (dissimilar) metals. Galvanic 
corrosion may result. 

• Never re-insert a screw that has already been partially driven and then removed from bone; thread 
damage compromises fixation. 

• Do not cross-thread a screw. If resistance is felt before the head seats, back the screw out and 
reassess the pilot hole. 

• Drill pilot holes perpendicular to the bone surface; angled drilling reduces purchase and risks screw 
stripping. 

• Over-torquing screws will strip bone threads or fracture the screw head. Apply controlled finger-
tight plus 1/4 turn. 

• Do not use a screw that has been dropped onto a hard surface without prior inspection under 
magnification. 

• Paediatric use requires careful assessment of growth-plate proximity and anticipated skeletal 
growth. 

 

5.  PRECAUTIONS 
 

CAUTION 

• Pre-operatively verify screw type (standard / self-drilling / locking / EMG), diameter, and length 
before insertion. 

• Adhere to applicable national and institutional regulations for handling, sterilisation, and disposal of 
implants and instruments. 

• Review clinical, radiological, and laboratory findings prior to surgery. Confirm absence of 
contraindications. 

• Inform the patient of the intended use, foreseeable risks, and expected outcomes prior to surgery. 

• Post-operative radiographic follow-up is recommended to confirm screw position and fracture / 
osteotomy alignment. 

• Inform patients that titanium screws may cause minor MRI artefacts; however, they are MR 
Conditional (see Section 14). 

• In paediatric cases, consider planned secondary removal surgery if retained screws will impede 
bone growth. 

• Notify patients to report any unusual pain, swelling, drainage, or instability immediately. 

• The surgeon is solely responsible for correct indication, pre-operative planning, screw selection, 
surgical technique, and post-operative management. 
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6.  POTENTIAL ADVERSE EVENTS 
 

As with all surgical implants, the following adverse events are possible. This list is not exhaustive. 
 

• Infection — superficial or deep; may necessitate screw removal 
• Allergic or hypersensitivity reaction to implant material 
• Screw fracture (head or shaft) 
• Screw pull-out, loosening, or migration due to inadequate bone quality or premature loading 
• Stripping of bone threads around the screw hole 
• Bone resorption around the screw 
• Nerve injury or paraesthesia from misdirected screw or surgical approach 
• Wound dehiscence or impaired healing 
• Hardware prominence requiring removal 
• Pain, swelling, or discomfort at the implant site 
• Osteomyelitis 
• Non-union or delayed union associated with insufficient fixation 
• Hypertrophic scar or keloid formation 

 

Report any serious incident to the manufacturer and the competent authority of the country in which the incident 
occurred, in accordance with applicable regulatory requirements (MDR 2017/745/EU Article 87). 

 

7.  PRE-OPERATIVE PLANNING 
 

1. Review all clinical documentation, imaging (CT / radiographs), and laboratory results. 
2. Confirm screw availability and verify product integrity (packaging, labelling, lot number). 
3. Select the appropriate screw type (standard / self-drilling / locking / EMG / IMF), diameter, and length 

for the anatomical region, bone quality, and plate system in use. 
4. Confirm patient is not allergic to titanium or metal alloys. 
5. Ensure all required compatible instruments (power drill or hand driver, correct drill bits, depth gauge, 

taps if required) are available and sterile. 
6. Confirm the selected drill bit matches the screw diameter and type. 
7. Plan the surgical approach to ensure perpendicular drill access to the intended screw sites. 
8. Ensure adequate provision for bone grafting if required. 

 

8.  SURGICAL TECHNIQUE — SCREW IMPLANTATION 
 

8.1  Patient Positioning 
Patient positioning is determined by the operating surgeon based on the anatomical site and planned 
approach. All bony prominences must be appropriately padded to prevent pressure injury. 

 

8.2  Surgical Approach and Exposure 
1. Achieve adequate haemostasis and exposure of the fracture or osteotomy site. 
2. Debride devitalised tissue and irrigate the surgical field as appropriate. 
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3. Perform anatomical fracture reduction and verify alignment under direct vision and / or intra-operative 
imaging. 

4. Position and provisionally stabilise the plate prior to screw insertion. 
 

8.3  Screw Type Selection 
Select the screw type appropriate for the clinical situation: 

1. Standard cortical screw — for use with non-locking plates where direct bone contact of the plate is 
required. 

2. Locking screw — for use with locking plates to achieve angular-stable fixation; particularly indicated in 
osteoporotic bone. 

3. Self-drilling screw — for use in thin or low-density cortical bone where pre-drilling risks perforation. No 
tap required. 

4. EMG / rescue screw — one diameter size larger; used when the primary screw hole has been stripped 
or enlarged. 

5. IMF screw — for intermaxillary fixation in mandibular fractures. 
 

8.3  Pilot Hole Preparation 
1. Select the drill bit corresponding to the screw diameter and type. 
2. Attach drill bit to the power drill or hand driver. 
3. Drill pilot holes strictly perpendicular to the bone surface, using the drill guide where available. 
4. For non-self-drilling screws: drill to the depth determined by the depth gauge. Tap if bone density 

requires it. 
5. For self-drilling screws: no pre-drilling is required. Drive directly using controlled rotational force. 
6. Use the depth gauge to confirm required screw length before opening the implant package. 

 

8.5  Screw Insertion 
1. Select the screw of appropriate diameter and length. Open the package under sterile technique. 
2. Engage the screwdriver with the screw head recess firmly and coaxially. 
3. Insert the first screw nearest to the fracture line. Apply remaining screws sequentially, alternating sides 

of the fracture. 
4. Advance each screw with controlled rotational force until the head contacts the plate hole seat. 
5. Standard screws: tighten to finger-tight plus 1/4 turn. Do not over-torque. 
6. Locking screws: advance until the locking threads engage the plate fully. Do not apply additional torque 

after locking is complete. 
7. Verify screw seating and fixation stability under direct vision; obtain intra-operative radiographs as 

required. 
8. Irrigate the wound copiously. Close in anatomical layers per standard surgical practice. 

 

9.  POST-OPERATIVE CARE 
 

1. Adhere to local / national standards of post-operative wound care and infection prophylaxis. 
2. Obtain post-operative radiographs to confirm screw position and fracture / osteotomy alignment. 
3. Inform the patient in writing of the type, brand, reference number, lot number, and location of the 

implanted screws. 
4. Advise the patient to restrict loading and activities as clinically appropriate during the healing phase 

(typically 6–12 weeks). 
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5. Schedule follow-up consultations to monitor healing. Repeat imaging at clinically appropriate intervals. 
6. Instruct the patient to report any signs of infection, hardware prominence, pain, or loss of function 

immediately. 
7. Secondary screw removal is not routinely required but may be performed once osseous union is 

confirmed, if clinically indicated. 

 

10.  SCREW REMOVAL 
 

1. Pre-operatively review post-implantation imaging to confirm screw position and plan the removal 
approach. 

2. Expose the plate and screws through the original or a new incision as appropriate. 
3. Select the correct screwdriver size for the screw head recess; align the driver tip axially and seat firmly. 
4. Rotate each screw counter-clockwise to remove individually. Remove all screws before removing the 

plate. 
5. If a screw cannot be removed (e.g. stripped recess), use a dedicated screw-extraction instrument. Do 

not apply excessive rotational force that may fracture the bone. 
6. Complete the surgical procedure and close in standard anatomical layers. 
7. All retrieved screws are single-use; dispose of as clinical / medical waste. 

 

11.  INSTRUMENT CLEANING AND STERILISATION 
 

All reusable surgical instruments must be cleaned, decontaminated, and sterilised before initial and 
subsequent uses, in accordance with the instrument-specific IFU and applicable standards (ISO 17664, EN 
868). 

 

11.1  Cleaning 
1. Immediately after use, remove gross contamination with a soft brush under running water. 
2. Fully disassemble instruments. Soak in enzymatic cleaner per manufacturer recommendation. 
3. Rinse thoroughly with purified water; inspect for residual contamination and debris. 
4. Instrument lumens and complex geometries require ultrasonic cleaning. 

 

11.2  Inspection 
Inspect all instruments for cracks, corrosion, deformation, and function after cleaning. Discard any instrument 
showing damage. 

 

12.  STERILISATION OF IMPLANTS 
 

⚠  NON-STERILE — MUST BE STERILISED BEFORE USE 

• MEDPLATES® titanium screws are supplied NON-STERILE. They must be sterilised by the 
responsible healthcare facility prior to use. 

• Sterilisation must be performed by validated steam autoclave (moist heat) only. 
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• The healthcare facility bears full responsibility for the sterilisation process and record-keeping. 

 

 

12.1  Recommended Steam Sterilisation Parameters 

Cycle Temp (°C) Pressure Exposure Time Drying Time 

Pre-vacuum  134 2 bar (29.4 psi) ≥ 4 minutes ≥ 20 minutes 

 

12.2  Packaging for Sterilisation 
1. Package implants in validated sterilisation wrap (e.g. medical-grade double-wrap) or validated rigid 

sterilisation containers. 
2. Ensure packaging integrity — inspect wrapping material before and after sterilisation. 
3. Use chemical or biological sterilisation indicators in every load. 
4. Maintain records of all sterilisation cycles (time, temperature, pressure, operator, load contents). 

 

Note: Do not use ionising radiation, EtO, or glutaraldehyde sterilisation for titanium implants. 

 

13.  PACKAGING, STORAGE AND SHELF LIFE 
 

13.1  Packaging 
Products are individually packaged or provided as sets in non-sterile packaging. Self-adhesive traceability 
labels are included in each package for attachment to the operative report and patient record. 

 

13.2  Storage Conditions 

Parameter Specification 

Temperature Room temperature: ≤ 25 °C (77 °F) 

Humidity Non-condensing; dry environment 

Pressure Atmospheric (sea-level equivalent) 

Light Protect from direct sunlight / UV exposure 

Packaging condition Original, intact, undamaged packaging only 

 

13.3  Shelf Life 
There is no defined expiry date for titanium implants supplied in intact original packaging. Titanium is a 
biocompatible, corrosion-resistant material that does not degrade under recommended storage conditions. 
Remove from service and discard any implant with damaged, compromised, or previously opened packaging. 

 

 

 



                                 

 

 
PR.15 TL.02 K04 9/17 Release Date: 02.07.2026 - Rev. №: 13 

www.ramedmedikal.com.tr                
+90 (232) 464 4934 

  

 

14.  MAGNETIC RESONANCE (MR) ENVIRONMENT 
 

MEDPLATES® titanium screws are non-ferromagnetic. They are classified as MR Conditional in clinical 1.5 T 
and 3 T MR systems. 
 

Supporting data: CE Technical File CE.23.03, Article 17 — MRI–Titanium Compatibility (Metal artifacts from 
titanium and steel screws in CT, 1.5T and 3T MR images). 

 

MR CONDITIONAL 

• Titanium implants may produce local image artefacts (signal void) that could obscure adjacent 
anatomy. Inform the radiologist of implant presence and location. 

• MRI scan parameters should be adapted to minimise artefact and thermal effects. Follow MR 
system operator guidelines. 

• These devices have not been evaluated for safety in MR systems above 3 T. 

 

15.  TRACEABILITY AND UNIQUE DEVICE IDENTIFICATION (UDI) 
 

Each product is labelled with a Unique Device Identifier (UDI) in accordance with MDR 2017/745/EU and 
ISO 15223-1. The UDI carrier contains a device identifier (DI) and production identifier (PI). 

 

15.1  Lot Number Format 
Format: YYMMDDNNNNN  (e.g. 1909120001) 

 
Field Meaning 

YY Year of manufacture 

MM Month of manufacture 

DD Day of manufacture 

NNNNN Sequential product number 

 

15.2  Record-keeping 
Self-adhesive traceability labels provided in each package must be affixed to the patient operative report and 
retained in the patient medical record. The hospital store manager must maintain a log of product reference 
numbers (REF) and lot numbers (LOT) to facilitate rapid response to field safety corrective actions or recalls. 

 

Reference: RMD PRO 15 — Product Identification and Traceability Procedure. 
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16.  LABELLING — SYMBOL GLOSSARY 
 
Symbol Name ISO / Reg. Reference Description 

 
Manufacturer ISO 15223-1:5.1.1 Identifies the legal manufacturer 

 
Date of Manufacture ISO 15223-1:5.1.3 Date the device was manufactured 

 
Non-Sterile ISO 15223-1:5.2.7 Device has not been subjected to a 

sterilisation process 

 
Single Use ISO 15223-1:5.4.2 Device designed for single use 

only; do not re-use 

 Consult IFU ISO 15223-1:5.4.3 User must consult the instructions 
for use 

 
Caution ISO 15223-1:5.4.4 Refer to accompanying documents 

for warnings 

 CE Mark 93/42/EEC + MDR 
2017/745/EU 

Conformity to applicable EU 
Directives / Regulations 

 Lot / Batch Code ISO 15223-1:5.1.5 Manufacturer batch / lot identifier 

 Catalogue Number REF ISO 15223-1:5.1.6 Manufacturer's catalogue / 
reference number 

 UDI Carrier ISO 15223-1:5.1.7 Unique Device Identifier carrier 

 
Do Not Use if Damaged ISO 15223-1:5.2.8 Do not use if package is damaged 

or opened 

 
Keep Away from 
Sunlight ISO 15223-1:5.3.7 Protect from direct sunlight / UV 

sources 

 Medical Device MDR 2017/745/EU Art. 2 Product classified as a medical 
device 

 

17.  CATALOGUE REFERENCE NOMENCLATURE 
 

MEDPLATES® reference numbers follow a structured format: 
[SERIES].[SHAPE].[HOLES][SPACING].[LATERALITY] 

 

Prefix — Screw Series 

Prefix Diameter Typical Application 

12.xx / 13.xx 1.2 / 1.3 mm Ultra-micro self-drilling screws — orbital, nasal, thin bone 

36.xx (1.5–1.6) 1.5 / 1.6 mm Micro screws — CMF, orbital, zygomatic 
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36.xx (1.9) 1.9 mm Micro emergency / rescue screws 

35.xx 2.0 mm Mini standard, locking, emergency screws — mandible, 
midface 

35.xx / 40.xx 2.0–2.3 mm locking Locking mini screws 

37.xx / 42.xx 2.4–2.9 mm Reconstruction and locking reconstruction screws 

50.xx / 51.xx 2.4–2.7 mm sternal Sternal plate screws 

 

Shape / Type Codes 
MS=Standard screw | AS=Self-drilling screw | DS=Self-drilling locking screw | ES=Emergency / rescue screw 
| AV=Emergency locking screw | RV=Reconstruction screw | SV=Sternal screw | IM=IMF screw | EV=Hand 
plate screw | LG=Lag screw | MV=Bicortical screw | .K=Locking variant suffix 
 

18.  DISPOSAL 
 

Titanium screws retrieved from patients, intra-operatively cut remnants, and unusable deformed components 
must be disposed of as medical / clinical waste in accordance with local, national, and international regulations 
applicable to the healthcare facility. 

 

Unused, unopened implants in intact original packaging may be returned to the distributor or manufacturer. 

 

19.  LIMITATION OF RESPONSIBILITY 
 

The surgeon assumes full responsibility for correct patient selection, indication, pre-operative planning, implant 
selection, surgical technique, and post-operative management. Ramed Medikal accepts no liability for adverse 
outcomes resulting from incorrect indication or contraindicated use, improper surgical technique, inappropriate 
implant selection, re-use of single-use devices, or failure to follow these Instructions for Use. 

 

20.  MANUFACTURER AND REGULATORY INFORMATION 
 
Manufacturer RAMED MEDIKAL ITH. IHR. ve PAZ. LTD. STI. 

Address Karacaoglan Mh. 6172/2 Sk. № 2/8 Bornova 35070 IZMIR, TURKIYE 

Tel / Fax +90 232 464 49 34 / +90 232 472 02 56 

E-mail info@ramedmedikal.com.tr 

Website www.ramedmedikal.com.tr / www.medplates.com.tr 

Brand MEDPLATES® 

SRN (Turkey) TR-MF-000025383 

CE Notified Body UDEM — NB 2292 

Regulatory Framework MDR 2017/745/EU │ MDD 93/42/EEC │ ISO 13485:2016 
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Device Classification Class IIb — Annex VIII, Rule 8 

Conformity Assessment Annex IX (Chapters I & III) 

First CE Certificate 29 November 2016 

EU Authorised Representative As per product label (MDR Art. 11(1)) 

EMDN Code P09120503 

GMDN Codes 34017, 46647 

 

21.  SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP) 
 
A Summary of Safety and Clinical Performance (SSCP) for MEDPLATES® Titanium Plate, Screw, and Surgical 
Hand Tool Systems has been prepared in accordance with MDR 2017/745/EU Article 32. The SSCP provides 
an overview of the clinical evidence, safety profile, and performance data for this device family. 

 

The SSCP is available on the European database on medical devices (EUDAMED) and from the manufacturer 
on request. It does not replace or supersede these Instructions for Use. 

 

22.  APPLICABLE STANDARDS 
 

• TS EN ISO 13485:2016 Medical devices — Quality management systems — Requirements for regulatory 
purposes 

• TS EN ISO 13485:2018 AC Medical devices — Quality management systems — Requirements for 
regulatory purposes 

• TS EN ISO 14971:2020 Medical devices — Application of risk management to medical devices 
• TS EN ISO 14971/A11:2022 Medical devices — Application of risk management to medical devices 
• TS CEN ISO/TR 24971:2020 Medical devices — Guidance on the application of ISO 14971 
• TS EN 20417:2021 Medical devices — Information to be supplied by the manufacturer 
• TS EN ISO 10993-1:2021 Biological evaluation of medical devices — Part 1: Evaluation and testing within 

a risk management process 
• TS EN ISO 10993-3:2015 Biological evaluation of medical devices — Part 3: Tests for genotoxicity, 

carcinogenicity and reproductive toxicity 
• TS EN ISO 10993-4:2020 Biological evaluation of medical devices — Part 4: Selection of tests for 

interactions with blood 
• TS EN ISO 10993-5:2010 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity 
• TS EN ISO 10993-5/D1:2020 Biological evaluation of medical devices — Part 5: Tests for in vitro 

cytotoxicity 
• TS EN ISO 10993-6:2017 Biological evaluation of medical devices — Part 6: Tests for local effects after 

implantation 
• TS EN ISO 10993-7:2010 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization 

residuals (ISO 10993-7:2008) 
• TS EN ISO 10993-7/AC:2010 Biological evaluation of medical devices — Part 7: Ethylene oxide 

sterilization residuals (ISO 10993-7:2008) 
• TS EN ISO 10993-10:2023 Biological evaluation of medical devices — Part 10: Tests for skin sensitization 
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• TS EN ISO 10993-11:2018 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity 
• TS EN ISO 15223-1:2021 Medical devices — Symbols to be used with information to be supplied by the 

manufacturer — Part 1: General requirements 
• 93/42/EEC Medical Devices Directive and 2017/745/EU Medical Devices Regulation 
• MEDDEV 2.7.1 Rev.4 Clinical Evaluation: A Guide for Manufacturers and Notified Bodies under Directives 

93/42/EEC 
• MEDDEV 2.12.1 Rev.8 Vigilance (Guidelines on a Medical Devices Vigilance System) 
• MEDDEV 2.12.2 Rev.2 Post Market Clinical Follow-Up 
• TS EN ISO 14602:2012 Non-active surgical implants — Implants for osteosynthesis — Particular 

requirements 
• TS EN ISO 14630:2024 Non-active surgical implants — General requirements 
• MEDDEV 2.12.1 Rev.8 Guidelines on a Medical Devices Vigilance System 
• TS EN ISO 5832-3:2021 Implants for surgery — Metallic materials — Part 3: Wrought titanium 6-

aluminium 4-vanadium alloy 
• TS EN ISO 5832-2:2018 Implants for surgery — Metallic materials — Part 2: Unalloyed titanium 
• TS EN ISO 20417:2021 Medical devices — Information to be supplied by the manufacturer 
• ASTM F67 – ISO 5832-2 Plate 
• ASTM F136 – ISO 5832-3 Screw 
• CE Marking Regulation, Decision No: 2021/4021 
• Communiqué on the Procedures and Principles Regarding the Medical Devices Vigilance System 
• Turkish Medical Device Regulation 
• Official Gazette Date: 07.06.2011, Official Gazette No: 27957 
• MDCG 2020-3 Guidance on significant changes regarding the transitional provision under Article 120 of 

the MDR (Medical Devices) 
• MDCG 2020-5 Clinical Evaluation — Equivalence 
• MDCG 2020-7 Post-Market Clinical Follow-Up (PMCF) Plan Template 
• MDCG 2020-8 Post-Market Clinical Follow-Up (PMCF) Evaluation Report Template 
• MDCG 2020-13 Clinical Evaluation Assessment Report Template 
• TS EN 62366-1:2020 Medical devices — Part 1: Application of usability engineering to medical devices 
• TS EN ISO 14155:2020 Clinical investigation of medical devices for human subjects — Good clinical 

practice 
• Implementing Regulation (EU) 2025/1234 
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