
About Us

Requalite is a Regulatory, Clinical Research, and Quality Service Provider for in vitro diagnostic and medical device 

industry. Requalite is located at the heart of Europe, in Munich-Germany. We provide full technical, clinical study,  

Quality management, risk management, and medical writing support to manufacturers of Medical Device and In 

vitro Diagnostic devices to obtain CE-marking as per EU regulations of MDR (2017/745) and IVDR (2017/746) for 

entering European market.
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Clinical Performance/Investigation Studies

• A strong and efficient Network of Study sites in Germany

• Experience with Devices as per IVDR

• Blood Grouping (Class D and C)

• Diabetes, CGM as per MDR

• Special Focus on Covid Tests (PCR  kits, RAT)

• Monkeypox Analytical and Clinical Studies (one of the firsts in Germany/EU)

• IVDR Class D device Clinical Studies (HIV/HBV/HCV/HTLV/CMV/EBV etc.)
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Clinical Performance/Investigation Studies

1. Investigators Brochure (IB)
2. Clinical Performance Study Plan (CPSP)
3. Initiation, Execution, and Finalization of clinical studies
4. Monitoring Plans and Reports 
5. Monitoring and Auditing Study Sites
6. Data management Plan and report
7. Informed Consent Form (ICF)
8. Case Report Form (CRF)
9. IRB/EC/Competent Authority (BfArM/PE) Applications and 

Correspondence
10. Biostatistics and Data Management
11. Electronic Data Capturing (EDC) Systems for Data collection
12. Investigator Site File (ISF) and Trial Master File (TMF)
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Analytical Performance Studies 

• Analytical performance testing as per IVDR 

• Device/Test Validation Studies for Diagnostic Industry

• Protocol development, design, and reporting of analytical studies
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IVDR/MDR Reports and TF 

Presented by Hakan Inan, PhD

This includes:

• Technical File Preparation

• QMS Auditing

• Clinical Evaluation Report (CER)

• Systematic Literature Search Activities and Reports

• PMS Plan and Report

• PMPF/PMCF Plan and Report

• Vigilance data monitoring and reporting

• Performance Evaluation Plan (PEP) – (including literature search plan)

• Systematic Literature Search (including GS Handsearch)

• Literature Search Report (LSR) 

• Scientific Validity Report (SVR) (including SOTA)

• Analytical Performance Report (APR) 

• Clinical Performance Report (CPR) 

• Performance Evaluation Report (PER) 
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QMS/RMS Services

• Quality Management System (QMS) technical file preparation for Medical and In Vitro Diagnostic Devices as 
per ISO 13485

• Risk Management technical file preparation for Medical and In Vitro Diagnostic Devices as per ISO 14971
• Auditing services for QMS/RMS 



Requalite is proud to be house of expert Medical Writers with strong scientific background in Medical Device and In 

vitro diagnostic fields. All our medical writers have PhD degree and possess profound research experience in medical 

and scientific fields including Molecular Biology, Genetics, Nanotechnology, Immunology, Oncology, Hematology, 

Cardiovascular diseases, Neurology, Enzymology. All medical writers have gone thru intensive IVDR training 

program.

We are bringing together an international team of experts who had performed research in some of the world best 

universities such as Stanford, LMU-Munich, Purdue, UPenn, Karolinska, Columbia, UMG Goettingen, Heidelberg U, 

U of Hamburg,  Max Planck Institute.

OUR TEAM, Team Members 
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IVDR Regulatory Overview of
In-house IVDs or

Laboratory Developed Tests (LDTs)

Requalite

MEDICA LabMed Forum Discussion

15 November 2022



(29) Health institutions (i.e., hospitals, laboratories and public health institutes that support the health care system and/or 
address patient needs, but which do not treat or care for patients directly) should have the possibility of
• manufacturing, modifying and using devices in-house and
• thereby addressing, on a non-industrial scale, the specific needs of target patient groups

• cannot be met at the appropriate level of performance by an equivalent device available on the market
Certain rules of the IVDR, as regards devices manufactured and used only within health institutions should not apply, since 
the aims of the IVDR would still be met in a proportionate manner.
Concept of ‘health institution’ does not cover establishments primarily claiming to pursue health interests or healthy 
lifestyles, such as gyms, spas, wellness and fitness centers. As a result, the exemption applicable to health institutions does 
not apply to such establishments.

(28) To ensure the highest level of health protection, the rules governing in vitro diagnostic medical devices, manufactured 
and used within a single health institution only, should be clarified and strengthened. That use should be understood to 
include measurement and delivery of results.

IVDR Chapter II Article 5 Paragraph 5 defines the regulatory requirements applicable for LDTs.
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Article 5(5):
• Relevant General Safety and Performance Requirements (GSPRs) in IVDR Annex I
• Other regulatory requirements of IVDR are not applicable for LDTs, and the LDT is IVDR-compliant if

a) the devices are not transferred to another legal entity;
b) the manufacture and use of the devices occur under appropriate Quality 

Management Systems;
c) the laboratory of the health institution is compliant with standard EN 

ISO 15189 or where applicable national provisions, including national 
accreditation;

d) the health institution justifies in its documentation that the target 
patient group's specific needs cannot be met, or cannot be met at the 
appropriate level of performance by an equivalent device available on 
the market;

e) the health institution provides information upon request on the use of 
such devices to its Competent Authority (CA), which shall include a 
justification of their manufacturing, modification and use;
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Article 5(5):
f) the health institution draws up a publicly available declaration, including the:

i. name and address of the manufacturing health institution,
ii. details necessary to identify the devices,
iii. demonstrate that devices meet the GSPRs (IVDR Annex I) and, where applicable, a reasoned 

justification for which requirements are not fully met;
g) for class D devices (i.e., to detect transmissible agents in blood/products for transfusion), the health 

institution draws up documentation to describe the:
i. manufacturing facility, the manufacturing process,
ii. design and performance data of the devices, including the intended purpose, and that is 

sufficiently detailed to enable the CA to ascertain that the GSPRs are met.
(EU Member States may apply this provision also to class A, B or C devices);

h) the health institution takes all necessary measures to ensure that all devices are manufactured in 
accordance with the documentation referred to in point (g);

i) the health institution reviews experience gained from clinical use of the devices and takes all 
necessary corrective actions.

Requalite

IVDR Regulatory Requirements for LDTs
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Article 5(5):
Member States may require that such health institutions submit to the CA any further relevant information about such 
devices which have been manufactured and used on their territory.

Member States may restrict the manufacture and use of any specific type of such devices and are permitted access to inspect 
the activities of the health institutions.

Requalite

IVDR Regulatory Requirements for LDTs
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Important!
Article 5(5) does not apply to 
devices that are manufactured 
on an industrial scale.



• GSPRs are 20 requirements in IVDR Annex I, as the successor to the Essential Requirements in MDD 93/42/EEC.
• They must be demonstrably satisfied to establish conformity of an IVD device and to get CE marking.
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IVDR 
Ref. IVDR Clause Applicable?

Demonstration of Conformity:
Applied Standard, Common 
Specifications, or Others

Comments / 
Justifications Compliant?

1

Devices shall achieve the performance intended by their 
manufacturer and shall be designed and manufactured in such a 
way that, during normal conditions of use, they are suitable for 
their intended purpose. They shall be safe and effective and 
shall not compromise the clinical condition or the safety of 
patients, or the safety and health of users or, where applicable, 
other persons, provided that any risks which may be associated 
with their use constitute acceptable risks when weighed against 
the benefits to the patient and are compatible with a high level 
of protection of health and safety, taking into account the 
generally acknowledged state of the art.

Yes EN ISO 15189
EN ISO 13485 Yes

2
The requirement in this Annex to reduce risks as far as possible 
means the reduction of risks as far as possible without adversely 
affecting the benefit-risk ratio.

Yes EN ISO 15189 4.14.6 Yes

… …



• Many of the GSPRs may already be covered by the implementation of EN ISO 15189 in the laboratory.
• For others, additional guidance from ISO 13485, MDCG, IMDRF, etc. might be used.

• Some of the GSPRs may not be applicable at all:
• 9.4 & 19 (for devices for self-testing or for near-patient testing)
• 15 (protection against radiation)
• 16 (devices that incorporate electronic programmable systems and software that are devices in themselves)
• 17 (devices connected to or equipped with an energy source)
• 18 (protection against mechanical and thermal risks)
• 11.6, 20 (labeling and instructions for use  standard operating procedures (SOPs)?)
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Requalite

IVDR Route for LDTs

15 November 2022

There is no involvement of a 
Notified Body (NB) or CE marking 
(i.e., certificate of conformity)!
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Clinical Performance Study Activities
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Clinical Performance Study Requirements

• Preparation of necessary documentation during the 

planning phase 

• Ethics Committee approval

• Competent Authority approval 

if applicable, depending on the study type

• Performed according to ISO 20916 for In Vitro Diagnostic 

Devices and ISO 14155 for Medical Devices

• Good Clinical Practice and Helsinki Protocol

• Performed at accredited laboratories by Principal 

Investigators who are experienced in their respective 

fields
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Clinical Performance Study Activities
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Documentation for CPSs

• A Clinical Performance Study Plan (CPSP) aims to present 
the plan and methodology for clinical performance studies 
(CPS). 
• Information on the type of study, manufacturer, test 

device, comparator device, and study sites
• Brief information about investigator(s) and the study 

site(s)
• Scientific background on the device and disease
• Design of the study and methodology to be used
• Risk Management 

• Investigator’s Brochure (IB) aims to present relevant 
information about the test device to the investigator. EU 
IVDR 2017/746, Annex XIV, Chapter I, Section 2 requires the 
IB to contain the relevant, available information about the 
device for performance study at the time of application, as 
well as any updates that must be brought to the attention of 
the investigators. 



Requalite GmbH – 2022MEDICA 2022

Documentation for CPSs

• The Clinical Performance Study Report (CPSR) aims to 
present the results of the clinical performance studies (CPS) 
by using the test device according to the provisions of the 
European Union (EU) In Vitro Diagnostics Regulation (IVDR) 
2017/746, Annex XIII, Part A, Section 2.3.3. 

• These studies are intended to provide a basis for the 
evaluation of the clinical performance of the device 
according to EU IVDR 2017/746, Annex XIII, Part A, Section 1. 
Information on the type of study, manufacturer, test device, 
comparator device, and study sites
• Information on the type of study, manufacturer, test 

device, comparator device, and study sites
• Brief CVs of the Investigator(s)
• Scientific background on the device and disease
• Design of the study and methodology used
• Reporting of the study results and analyses of the data
• Risk Management Studies during the study and 

reporting of any adverse events during the study



Clinical Performance Study Example
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Clinical Performance Study for COVID-19 qPCR kits



COVID-19 qPCR Kit CPS

Requalite GmbH – 2022

• Prospective study by using nasopharyngeal, 
oropharyngeal, and sputum samples

• Preparation of the CPSP and IB by Requalite
• Approval by the Investigators and the 

Sponsor
• Ethics Committee application and approval
• Competent Authority application and 

approval
• Preparation of the Investigator’s Site File 

and Trial Master File by Requalite GmbH
• Site Initiation Visit and training
• Pilot study with few samples
• More than 1300 samples collected and 

tested
• Weekly up to 1 h meetings with the clinical 

sites
• On-site interim monitoring visit(s)
• Close-out Visit at the end of the study



COVID-19 qPCR Kit CPS
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• Data analyses and CPSR preparation by 
Requalite GmbH

• Approval of the CPSR by the Principal 
Investigator and the sponsor

• Review and completion of the Trial Master 
File by Requalite GmbH and sharing of the 
TMF with the sponsor

• Key requirements from the clinical study 
sites:
• Management of the study according to 

GCP and ISO 20916
• Objective professional testing with the

test device and the comparator
device(s) according to the study
protocol (CPSP)

• Review and approval of the CPSP, IB, 
and CPSR

• Safe storage of the Investigator’s Site 
File according to the provisions of the
IVDR (at least 10 years)

Presenter Notes
Presentation Notes
Maybe let labs (as potential sites) know during the presentation that we can help to develop them (e.g. by organizing GCP/MPDG-courses for investigators) and that we are taking care of the EC/CA approval process and creating required documents (such as study protocol, report etc.) 
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Thank you
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IVDR Route for LDTs

15 November 2022

• To put an IVDR-compliant LDT (or in-house IVD) to use:
Be compliant with EN ISO 15189 standard or applicable national regulations/accreditations for health institutions
Justify that the specific needs of the targeted patient group cannot be met by a similar CE-IVD product on the market 

(at the same level of performance)
Implement QMS (i.e., EN ISO 15189, ISO 13485, etc.)
Demonstrate conformity with the GSPRs in IVDR Annex I
Prepare a publicly available declaration of conformity (i.e., on laboratory website)
Have information/documentation about the justification of manufacturing, modification, and use of the LDT ready for 

CA review upon request
If Class D, prepare documentation to describe the manufacturing facility/process and design/performance data
Make sure systems for data review and CAPA are in place

• There is no involvement of a Notified Body (NB) or CE marking (i.e., certificate of conformity)
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