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MEDICINAL PRODUCTS/DRUGS

Europe
News from the European 
Commission

EU Clinical Trials Regulation and Clinical 
Trials Information System (CTIS) Latest 
Updates

As of 30 April 2022, 56 clinical trial applications 
were submitted for evaluation by Member States 
via CTIS and four clinical trials have been author-
ised and are publicly viewable by patients, health-
care professionals and the general public through 
the CTIS public search.

In May 2022, the European Commission pub-
lished version 6.1 of Questions and Answers Doc-
ument - Regulation (EU) 536/2014.

Furthermore, the European Medicines Agency 
(EMA) supports applicants of CTIS by:

• Launching a public Clinical Trials website.
• Providing CTIS bitesize events ran recently 

on 31 May 2022 and 23 June 2022. In the 
bitesize talks, CTIS experts demonstrate a 
dedicated CTIS functionality, and provide 
an opportunity for sponsor users to ask 
questions. Video recordings are availa-
ble after 60 days from the event. The CTIS  
bitesize talk on user access and role man-
agement is available here  and an another 
video recording on the initial clinical trial 
application is available here.

• Offering CTIS walk-in clinics to provide an 
opportunity for sponsors to receive practi-
cal advice about any CTIS functionality by 
asking questions to CTIS experts.

Moreover, in 2022, EMA is revising the CTIS 
training materials. The main reason for the revision 
is to  create new materials for specific processes 
and to update existing materials to match the cur-
rent status of system functionalities. 

In May 2022, EMA first revised materials have 
been published for Module 03 – User Access Man-
agement. These Module includes the user access 
management Quick Guide, the Quick Guide on 
how to use the organisation management ser-
vice (OMS) and the Frequently Asked Questions 
(FAQs). The revised materials are available here.

Complex Clinical Trials – Questions and 
Answers

The European Commission along with Euro-
pean Medicines Agency and Head of Medicine 
Agencies have published a Complex clinical  
trials – Questions and answers version from 23 
May 2022. This document provides questions and 
answers that support sponsors, clinical investiga-
tors and applicants who are challenged by scien-
tific and operational complex clinical trials (CCTs) 
to obtain useful evidence and information for clin-
ical and regulatory decision-making.

It provides support for clinical trial application’s 
submission, development, and planning. It also 
comes to the aid of conducting, reporting and 
analysing CCTs in accordance with the EU Clinical 
Trials Regulation (EU CTR), and above that refers to 
additional resources providing guidance on CCTs  
throughout the lifecycle of a medicinal product.

https://www.cromsource.com/
https://health.ec.europa.eu/latest-updates/questions-and-answers-document-regulation-eu-5362014-version-61-may-2022-2022-05-30_en
https://health.ec.europa.eu/latest-updates/questions-and-answers-document-regulation-eu-5362014-version-61-may-2022-2022-05-30_en
https://euclinicaltrials.eu/home
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-user-access-role-management#video-recording-section
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-initial-clinical-trial-application#video-recording-(new)-section
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme#common-functionalities-for-all-registered-users-section
https://health.ec.europa.eu/latest-updates/questions-and-answers-complex-clinical-trials-2022-06-02_en
https://health.ec.europa.eu/latest-updates/questions-and-answers-complex-clinical-trials-2022-06-02_en
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It is important to consider the balance between 
value and scientific and operational complexity of 
CCTs from the planning stage, so this Q&A is not 
limited to specific types of CCTs but is also appli-
cable to other projects aimed at answering multi-
ple research questions.

The document also presents the situation of 
how the authorisation of clinical trials in the EU is 
managed and the consequences of this. With an 
example, it is explained how the structure of the 
results of a submitted clinical trial in a Marketing 
Authorisation Application (MAA) may differ from 
that of a Clinical Trial Application (CTA). From the 
scope of planning and conducting CCTs, the focus 
is on the content of the protocol, the reporting of 
CCTs as a single or separate trial and the approach 
to risk. In addition, key factors for planning a CCT 
under co-sponsorship are described, as well as ad-
ditional considerations and factors for assessing 
the benefit-risk balance.

In the document outlined are the issues that 
should be taken into account when designing and 
conducting studies under the main protocol, such 
as the requirements for a clinical trial application 
and marketing authorisation, and what addition-
al information should be provided when submit-
ting a CTA and MAA. Explained is also where to 
include preliminary statistical analyses. Problems 
with the Bayesian approach in CCTs are outlined 
and factors affecting the planning collection and 
use of control data from a CCT for regulatory pur-
poses are presented. 

The document also answers questions about 
the principles and pathways applicable to the use 
of biomarkers in CCTs and subsequent application 
for marketing authorisation. Finally, it focuses on 
answering questions in the areas of Participant 
Safety, Rights and Wellbeing and Transparency 
and communication between regulators, spon-
sors, and researchers.

A European Health Data Space for  
People and Science

On 3 May 2022, the European Commission 
launched the European Health Data Space (EHDS). 
The space is a breakthrough of sorts for a strong 
European Health Union and will contribute to rais-
ing the level of health services across the EU. 

With the help of EHDS, people will be able to 
share or block access to their health data and add 
or correct any information at no charge. It also an-
nounced that all documents such as prescriptions 

and referrals will be available in a common format 
and that the rights of citizens will be protected by 
a dedicated digital health authority. To improve 
the quality of treatment, access to data for specific 
purposes will be granted to researchers, innova-
tors, and public institutions. This will help to make 
the treatment system more effective and to devel-
op new treatment methods, life-saving therapies, 
vaccines, or medical devices. 

The EHDS is based on the General Data Protec-
tion Regulation (GDPR), the proposed Data Gov-
ernance Bill, the Data Bill and the Network and 
Information Systems Directive and will use exist-
ing artificial intelligence, computing, cloud, and 
middleware solutions. EHDS will be supported 
by frameworks on artificial intelligence, e-identity, 
and cyber security. The EHDS proposal has been 
presented by the European Commission and is 
currently under discussion in the Council and the 
European Parliament.

https://www.cromsource.com/
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_2711
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News from the European  
Medicines Agency (EMA)

The source of each news item below is the EMA 
website: https://www.ema.europa.eu/

Mandatory Use of the ICH E2B (R3)  
Format for Individual Case Safety  
Reports (ICSRs) 
From 30 June 2022, EudraVigilance users will 
need to report individual cases of suspected side 
effects using the ISO ICSR/ICH E2B(R3) format. 
Furthermore, the ISO standard terminology for 
pharmaceutical forms and route of administration 
will also become mandatory at the same time. The 
use of the ICH E2B (R2) format will therefore be 
phased out.
Due to the applicable changes the EMA also re-
vised guidance: Mandatory use of ISO ICSR/
ICH E2B(R3) and EDQM terminology for Dosage 
Forms (DF) and Routes of Administration (RoA), 
revision 1 dated 16 May 2022. 
All stakeholders (marketing authorisation holders 
or sponsors of clinical trials) should have  been 
prepared by 30 June 2022 in relation to reporting 
obligations to EudraVigilance (pre-and post-au-
thorisation).

Draft Guidance Document on Protection 
of Personal Data and Commercially  
Confidential Information (CCI) in CTIS
The European Medicines Agency (EMA) has pub-
lished on 7 April 2022 a draft on the guidance 
document on how to approach the protection of 
personal data and commercially confidential in-
formation in documents uploaded and published 
in the Clinical Trial Information System (CTIS). The 
consultation on the draft guidance will remain 
open until 8 September 2022. 
Through Regulation No 536/2014 (EU CTR), con-
sistent rules have been implemented across EU 
countries on the approach to assessing and report-
ing clinical trial information. This aims to simplify 
the submission of applications for trial authorisa-
tion and to ensure transparency and accessibility 
of information on clinical trials. For this reason, the 
EMA, in cooperation with Member States and the 
European Commission (EC), is required to set up 
and maintain the EU Portal and the EU Database 
(EUPD). The EUPD is intended to improve the flow 
of information on clinical trial authorisations and 
to provide oversight of clinical trials. The EUPD is 
part of the Clinical Trials Information System (CTIS) 
for which this Guidance has been prepared.
CTIS includes a clinical trials module based on the 
EUPD and thus includes secure submission do-
mains and websites as well as security modules. In 
this guide the structure, elements, and functions of 
CTIS are described, including the rules for publish-
ing information on clinical trials. It also addresses 
the protection of personal data and the anonymi-
sation and pseudo-anonymisation of documents, 
whether or not intended for publication. In addi-
tion, the focus is on guidelines for identifying and 
editing commercially confidential information 
(CCI) within clinical trial information and inspec-
tion reports.

https://www.cromsource.com/
https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/change-management-eudravigilance-system
https://www.ema.europa.eu/en/glossary/ich
https://www.ema.europa.eu/en/documents/other/mandatory-use-iso-icsr/ich-e2br3-edqm-terminology-dosage-forms-df-routes-administration-roa_en.pdf
https://www.ema.europa.eu/en/documents/other/mandatory-use-iso-icsr/ich-e2br3-edqm-terminology-dosage-forms-df-routes-administration-roa_en.pdf
https://www.ema.europa.eu/en/documents/other/mandatory-use-iso-icsr/ich-e2br3-edqm-terminology-dosage-forms-df-routes-administration-roa_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-guidance-document-how-approach-protection-personal-data-commercially-confidential-information_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-guidance-document-how-approach-protection-personal-data-commercially-confidential-information_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-guidance-document-how-approach-protection-personal-data-commercially-confidential-information_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-guidance-document-how-approach-protection-personal-data-commercially-confidential-information_en.pdf
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News from Individual Countries

Guide to Electronic Consent  
The WMO (Medical Research Involving Human 

Subjects Act) has been amended granting as of 1 
July 2022 possibility to use electronic consent for 
participation in clinical studies instead of using the 
written consent form. However, the electronic con-
sent can be used only under certain conditions.

The main conditions are that electronic consent 
is appropriate for the investigation and that the 
process of granting consent electronically is suffi-
ciently reliable and confidential. The procedure for 
granting electronic consent should be described 
in the study protocol.

The Central Committee for Research Involv-
ing Human Subjects (CCMO) published a guide  
providing a step-by-step plan with further expla-
nations on how the Medical Reviewing Ethical 
Committee goes through to arrive at the assess-
ment of electronic consent  and more details of 
the conditions of using electronic consent.

New Guidelines Supporting Notifications 
under EU CTR

The National Agency for the Safety of Medicine 
and Health Products (ANSM) published the guide-
lines supporting notifications related to the EU 
CTR and CTIS: 

• Part V: Reporting of Unexpected Serious 
Adverse Reactions (EIGI/SUSAR) and Annu-
al Safety Report (RAS/ASR), 01 April 2022 

• Part VI: Notification of Unexpected Events 
Other Than IGIEs, Urgent Security Measures, 
Serious Violations, 01 April 2022

Part VII: Notifications relating to the end of the 
clinical trial is under development by the ANSM. 

The Netherlands France

https://www.cromsource.com/
https://www.ccmo.nl/actueel/nieuws/2022/06/13/handreiking-elektronische-toestemmingsverlening
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-v-surv-vig-doc118-v01.pdf
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-v-surv-vig-doc118-v01.pdf
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-v-surv-vig-doc118-v01.pdf
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-vi-surv-vig-doc119-v01.pdf
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-vi-surv-vig-doc119-v01.pdf
https://ansm.sante.fr/uploads/2022/04/01/aap-partie-vi-surv-vig-doc119-v01.pdf
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FDA’s Center for Drug Evaluation and  
Research (CDER) Launches the new  
Accelerating Rare disease Cures (ARC)  
Program

On 10 May 2022, the FDA’s Center for Drug 
Evaluation and Research (CDER) announced 
the launch of the new Accelerating Rare disease 
Cures (ARC) Program. The vision of CDER’s ARC  
Program is speeding and increasing the dev- 
elopment of effective and safe treatment options 
addressing the unmet needs of patients with rare 
diseases. 

This is a CDER-wide effort with leadership repre-
sented from several offices throughout the Center. 
In its first year, CDER’s ARC Program will focus on 
strengthening internal and external partnerships 
with stakeholders and will engage with external 
experts to help identify solutions for the challeng-
es in rare disease drug development. 

CDER is optimistic about the future of rare dis-
ease drug development and is looking forward 
to continuing this important work under the new 
CDER ARC Program — together with patients, car-
egivers, advocacy groups, academics, industry, 
and other partners — to address the significant un-
met medical needs of patients and families living 
with rare diseases.

The FDA Office of Orphan Products Devel-
opment (OOPD) supports and advances the de-
velopment and evaluation of new treatments for 
rare diseases. OOPD evaluates information from 
product sponsors to determine if drugs, biolog-
ics, or medical devices meet the criteria for cer-
tain incentives and administers grants to provide 
funding for research on rare diseases. The office 
also works on rare disease issues with medical and 
research communities, professional organizations, 
academia, government agencies, industry, and 
rare disease patient groups.

Forward Regulatory Plan 2022-2024:  
Regulations Amending the Food and  
Drug Regulations, Natural Health Products  
Regulations and the Medical Devices  
Regulations (Modernization of the Regu- 
lation of Clinical Trials)

Health Canada is proposing amendments to the 
Food and Drug Regulations, Natural Health Prod-
ucts Regulations and Medical Devices Regulations 
to modernize the regulation of clinical trials con-
ducted in Canada.

Specifically, the proposed amendments would: 
(1) ensure that Canada remains an attractive place 
to conduct clinical trials while continuing to up-
hold high standards for protecting the health and 
safety of participants; (2) introduce a coherent 
risk-based approach to the regulation of clinical 
trials in Canada; (3) afford greater flexibility in the 
safe development of innovative therapies and 
products, and innovative clinical trial designs; (4) 
streamline regulatory processes toward greater 
efficiency and clarity; and, (5) align with interna-
tional best practices regarding clinical trial over-
sight and public access to information. 

This regulatory initiative was identified by 
Health Canada in its Health and Biosciences 
Sector Regulatory Review Roadmap. This in-
itiative is not part of a formal regulatory co-
operation work plan. However, this regulato-
ry proposal would better align Health Canada 
requirements with those of other jurisdictions 
such as the United States and European Union. 
 
Special Access Program for Drugs: Guidance  
Document for Industry and Practitioners

The guidance document Updated: Special Ac-
cess Program for drugs: Guidance document for 
industry and practitioners was reissued on 11 
April 2022 and explains the regulatory informa-
tion requirements and conditions for practition-
ers and manufacturers when drugs are request-
ed through the Special Access Program (SAP). It 
explains SAP’s mandate, intent, and scope, and 
outlines the responsibilities of practitioners and 
manufacturers.

Health Canada’s Special Access Program for 
drugs (SAP) enables drugs that are not marketed 
in Canada to be requested by practitioners for 
the treatment, diagnosis, or prevention of serious 
or life-threatening conditions when conventional 
therapies have failed, are unsuitable, or unavaila-
ble. Non-marketed drugs may be unauthorized if 
they have not been approved by Health Canada.

North America

United States of America

Canada

https://www.cromsource.com/
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-arc-program
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-arc-program
https://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/index.html
https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/
https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/
https://laws-lois.justice.gc.ca/eng/regulations/sor-98-282/
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/targeted-regulatory-reviews/health-biosciences-sector-regulatory-review/roadmap.html
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/targeted-regulatory-reviews/health-biosciences-sector-regulatory-review/roadmap.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/special-access/drugs/guidance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/special-access/drugs/guidance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/special-access/drugs/guidance.html
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News from the European  
Commission
The In Vitro Diagnostic Medical Devices 
Regulation (EU) 2017/746 (IVDR) Applicable 
Across the EU from 26 May 2022  

The In Vitro Diagnostic Medical Devices Regu-
lation (EU) 2017/746 (IVDR) became applicable 
in the EU on 26 May 2022 and replaced Directive 
98/79/EC on in vitro diagnostic medical (1998) 
and national legislation that was put in place to 
implement Directive.

The IVDR introduces three important advances:

• Improves the quality, safety, and reliability 
of in vitro diagnostic medical devices with 
a new risk-based device classification sys-
tem, more detailed and stringent rules on 
the evaluation of device performance, and 
greater involvement of independent con-
formity assessment bodies (‘notified bod-
ies’). New scientific bodies such as a panel 
of experts and EU reference laboratories can 
be involved in the assessment of the high-
est-risk devices.

• Strengthens transparency and information 
for patients once. A unique device identi-
fier will be mandatory for every product so 
that it can be found in Eudamed, once avail-
able. For medium- and high-risk devices a 
summary of safety and performance will be 
made publicly available.

• Enhances vigilance and market surveillance: 
Once devices are available on the market, 
manufacturers must collect data about their 
performance and EU countries will closely 
coordinate their vigilance and market sur-
veillance activities. 

Transitional periods are in place for devices law-
fully placed on the market under Directive 98/79/
EC (except class A non-sterile) until 26 May 2025 
or 26 May 2027, depending on the risk class. 
 
 
 

 
 
 
 
 
 
Guidance on Significant Changes Regarding the 
Transitional Provision under Article 110(3) of the 
IVDR

Medical Device Coordination Group has pub-
lished the Guidance on significant changes re-
garding the transitional provision under Article 
110(3) of the IVDR. In accordance with Article 
110(3) of Regulation (EU) 2017/746 on in vitro di-
agnostic medical devices (IVDR), as amended by 
Regulation (EU) 2022/1121, devices placed on the 
market or put into service after the date of applica-
tion of the IVDR, i.e. 26 May 2022, may be devic-
es that have a valid certificate issued by a notified 
body under Directive 98/79/EC and for which a 
declaration of conformity has been drawn up be-
fore 26 May 2022 in accordance with the IVDD. It 
is essential that manufacturers and notified bod-
ies have a clear understanding of what changes 
to the design or intended use will be considered 
“significant” within the meaning of Article 110(3) 
of the IVDR, since in order to implement the tran-
sitional provisions of Article 110(3) of the IVDR, 
devices must continue to comply with the IVDD. It 
should be noted that the IVDR does not allow the 
issuance of new IVDD certificates, and that there 
will be no significant modifications to design or 
intended use of the device after the date of appli-
cation of the IVDR. 

This guidance focuses on discussing the signif-
icant changes in design and intended purpose 
under Article 110(3) of the IVDR and is aimed at 
manufacturers whose products are placed on the 
market or put into use after 26 May 2022 during 
the transitional period under accordance with 
Article 110(3) of the IVDR, regardless of whether 
those products required the involvement of a noti-
fied body under the IVDD.

At the beginning, the focus of the guidance ad-
dresses the assessment of whether changes are 
significant changes to the design or intended use 
according to Article 110(3) of the IVDR in a situa-
tion where such a change has occurred or where 
the change is insignificant. Additional comments 
clarify the issue concerning products covered by 
a certificate issued by a notified body. In the guid-
ance then described and supported by examples 
is which changes do not relate to the project or 
intended purpose and which, as a general rule, 

MEDICAL DEVICES

EUROPE

https://www.cromsource.com/
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3288
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-6.pdf
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-6.pdf
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-6.pdf
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should not be considered significant, mention-
ing that the reference should be the IVDD and 
whether a change is significant or not should be 
assessed on a case-by-case basis.

Examples are provided of significant and 
non-significant changes regarding changes 
in intended use, design, software, change 
of component or material, or sterilisation. A  
diagram of design changes and changes to the 
intended purpose which may be considered 
“substantial” is provided as an annex.  ............... 
 
Guidance on Application of IVDR Requirements 
to ‘Legacy Devices’ and Devices Placed on the 
Market Prior to 26 May 2022 

Regulation (EU) 2022/1121 extended the tran-
sitional provisions of IVDR, with emphasis on 
Article 110(3), in terms of scope and timing. 
In this context, the Medical Device Coordina-
tion Group (MDCG) has published guidance 
on the applicability of IVDR requirements to 
‘legacy devices’ and ‘old’ devices. The annex 
at the end of document contains a non-exhaus-
tive table illustrating IVDR requirements ap-
plicable or not applicable to ‘legacy devices.’ 
 
 

Joint Implementation and Preparedness Plan for 
Regulation (EU) 2017/746 on In Vitro Diagnostic 
Medical Devices (IVDR) - Update 

Following review by the Medical Device Coor-
dination Group (MDCG), including relevant sub-
groups, with stakeholder input, the Joint imple-
mentation and preparedness plan for Regulation 
(EU) 2017/746 on in vitro diagnostic medical de-
vices (IVDR) has been approved in principle at the 
MDCG meeting on 28 May 2021. It aims to identi-
fy priorities and serves as a document to monitor 
their implementation.

This document is a proposal for a draft of IVDR 
Joint Implementation Plan, for the purposes of the 
MDR Joint Implementation Plan approved by the 
MDCG. The project provides for a transitional pe-
riod of 5 years to allow a number of fundamental 
changes to be made to the way it operates. For the 
implementation of the IVDR, the necessary regu-
latory and administrative acts have been devel-
oped to enable the designation of notified bod-
ies, a unique device identifier system has been 
established and the Eudamed database is under 
development. Although the transition to the new 
system is challenging also for stakeholders they 
are in advanced preparations.

This document evaluates the priorities for  
implementation and sets out a joint plan includ-
ing specific priority actions to ensure implementa-
tion as soon as possible, based on the objectives 
of public health, patient safety and transparency, 
which are key to the new legislation. The prior-
ities were divided into a set A covering actions, 
necessary for market access facilities, and a set 
B focusing on regulations and guidelines to  
facilitate the work of operators. Set A proposes 
priority actions on issues of emergency planning  
and monitoring and the availability of no-
tified bodies, while Set B focuses on EU  
reference laboratories, common specifica-
tions, guidelines for notified bodies, perfor-
mance assessment and expert panels, standards,  
associated diagnostics, in-house equipment, 
in-service equipment and Eudamed system. 
Summaries of activities are annexed.                 . 
 
Questions & Answers (Q&As) on the Interface Be-
tween EU CTR and IVDR

The Medical Device Coordination Group 
(MDCG) in cooperation with experts from Clinical 
Trials Facilitation and Coordination Group (CTFG) 
published Q&As guidance aim to clarify certain  
interfaces between EU CTR and IVDR.

https://www.cromsource.com/
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-8_en.pdf
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-8_en.pdf
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-8_en.pdf
https://health.ec.europa.eu/latest-updates/update-joint-implementation-and-preparedness-plan-regulation-eu-2017746-vitro-diagnostic-medical-2022-04-01_en
https://health.ec.europa.eu/latest-updates/update-joint-implementation-and-preparedness-plan-regulation-eu-2017746-vitro-diagnostic-medical-2022-04-01_en
https://health.ec.europa.eu/latest-updates/update-joint-implementation-and-preparedness-plan-regulation-eu-2017746-vitro-diagnostic-medical-2022-04-01_en
https://health.ec.europa.eu/latest-updates/update-joint-implementation-and-preparedness-plan-regulation-eu-2017746-vitro-diagnostic-medical-2022-04-01_en
https://health.ec.europa.eu/latest-updates/qa-interface-between-regulation-eu-5362014-clinical-trials-medicinal-products-human-use-ctr-and-2022-05-25_en
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Both Regulations do not provide details on the 
interface of IVDR and EU CTR, e.g., the require-
ments for assays used in the context of clinical tri-
als. The Q&As document underlines that: “assays 
used in clinical trials may range from CE marked in 
vitro diagnostic medical devices (IVDs) to trial- or 
medicinal product-specific assays that are not al-
ways meant to be developed as IVDs.” The MDCG 
says that: “need to clarify requirements for these 
assays lead to the Q&A and the concept of the 
“medical purpose of an assay in a clinical trial” as 
a specific setting.”

The guidance covers multiply cases con-
sidering use of non-CE marked in vitro diag-
nostic MD to be used in a clinical trial for a 
medical purpose according to the IVDR or com-
mon EU procedure for combine clinical trials.  
 
Summary of Safety and Performance Template

The MDCG published template of the summary 
of safety and performance required by the IVDR. 
The IVDR states that the manufacturers shall draw 
up a summary of safety and performance (SSP) for 
class C and D devices, other than devices for per-
formance studies. 

The SSP must be written clearly to the intended 
user and, if relevant, to the patient. The SSP shall 
be validated by a notified body (NB) and made 
available to the public via the European database 
on medical devices (Eudamed).

If the device is not intended for self-testing, the 
SSP should have a first part dedicated to the pro-
fessional user. If relevant, a second part dedicated 
to patients/lay persons should be added. It should 
be written clearly to lay persons. The SSP template 
for devices not intended for self-testing is present-
ed in Section 1 of the document. The SSP template 
for devices intended for self-testing is presented 
in Section 2.

 
Commission Implementing Decision (EU) 
2022/729 of 11 May 2022 

The Commission Implementing Decision (EU) 
2022/729 amending Implementing Decision (EU) 
2021/1195 as regards harmonised standards for 
quality management systems and for applica-
tion of risk management to medical devices has 
been published in Official Journal of the Euro-
pean Union on 11 May 2022. In this document, 
the European Commission refers to devices con-
forming to the relevant harmonised standards 
or relevant parts of those standards with refer-

ence to Article 8(1) of Regulation (EU) 2017/746 
of the European Parliament and of the Council.  
 
Report from the Commission to the European  
Parliament and the Council 

The European Commission has published on 26 
April 2022 a report to the European Parliament 
and the Council on the exercise of the power to 
adopt delegated acts conferred on the Commis-
sion pursuant to Regulation (EU) 2017/745 on 
medical devices and Regulation (EU) 2017/746 on 
in vitro diagnostic medical devices. Due to the en-
try into force of Regulation (EU) 2017/746 (IVDR) 
on 26 May 2022 the Commission has not yet exer-
cised its powers.

In this report, explanations of all the powers 
available to the Commission are provided. For in-
stance, the issues of any changes or exemptions 
from assessment, the content and elements of 
technical documentation, certificates, applica-
tions, and declarations are described. It also ad-
dresses the issue of powers regarding the tasks 
of expert panels and expert laboratories. The 
Commission considers that there is a need to ex-
tend the powers for a period of five years and, 
with this report, calls on the European Parliament 
and the Council to take this report into account. 
 
Guidance on Borderline Between Medical Devic-
es and Medicinal Products Under Regulation (EU) 
2017/745 on Medical Devices

The Medical Device Coordination Group has 
published a Guidance on borderline between 
medical devices and medicinal products under 
Regulation (EU) 2017/745 on medical devices. 
This guide suggests distinguishing between Reg-
ulation (EU) 2017/745 on medical devices (MDR) 
and Directive 2001/83/EC on the Community 
code relating to medicinal products for human 
use (MPD) to be able to implement and interpret 
these sets of rules appropriately.

This document focuses on explaining the differ-
ences between the Regulation and the Directive 
with examples to support consistent application 
of the MDR across the EU. The product and relat-
ed procedures are, as a general rule, regulated 
either by the MDR or by the MDP system. It is not-
ed in this Guidance that the two regulatory regi-
ments do not apply together, but it is clarified that 
for products which have characteristics of both 
medicinal products and medical devices, some 
cross-references are made within one regime to 
specific provisions of the other regime. 

https://www.cromsource.com/
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-9_en.pdf
https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-9_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.135.01.0031.01.ENG&toc=OJ%3AL%3A2022%3A135%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.135.01.0031.01.ENG&toc=OJ%3AL%3A2022%3A135%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.135.01.0031.01.ENG&toc=OJ%3AL%3A2022%3A135%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.135.01.0031.01.ENG&toc=OJ%3AL%3A2022%3A135%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.135.01.0031.01.ENG&toc=OJ%3AL%3A2022%3A135%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52022DC0182
https://health.ec.europa.eu/system/files/2022-04/mdcg_2022-5_en_0.pdf
https://health.ec.europa.eu/system/files/2022-04/mdcg_2022-5_en_0.pdf
https://health.ec.europa.eu/system/files/2022-04/mdcg_2022-5_en_0.pdf
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Definitions of medical device and medical 
products are provided, as well as definitions of 
pharmacological, immunological, and metabolic 
agents and means, as the main mode of effect of 
a product must be taken into account when de-
ciding whether it falls under the MDR or MDP. The 
following chapters of the Guidance are devoted to 
herbal products and medicinal products based on 
substances. Combinations of medical device and 
medicinal product are also described, as some medical  
devices are intended to be used with a medicinal 
product in different configurations. All product  
descriptions are supported by numerous  
examples.

Notice to Third Country Manufacturers of SARS-
Cov-2 In Vitro Diagnostic Medical Devices

Medical Device Coordination Group has pub-
lished a notice to third country manufacturers of 
SARS-CoV-2 in vitro diagnostic medical devices. 
The purpose of this notice is to address common 
issues in relation to the conformity of SARS-CoV-2 
IVD devices with the requirements of Directive 
98/79/EC on in vitro diagnostic medical devices 
identified by the EU national competent authori-
ties and is dedicated to manufacturers of in-vitro 
diagnostic medical devices who are located in 
countries outside the EU or European Economic 
Area (EEA).

In the notification, the participation of a notified 
body in self-testing under Directive 98/79/EC and 
the designation of an authorised representative 
when a manufacturer established outside the EU 
intends to place devices on the EU market under 
his own name are covered. The issue of transla-
tions of the instructions for use and label is also 
outlined, as well as the transition to Regulation 
(EU) 2017/746, under which all IVD SARS-CoV-2 
diagnostic medical devices are subject to con-
formity assessment involving a notified body. The 
availability of a specific guidance on performance 
evaluation of SARS-CoV-2 IVDs is also announced. 

News from Individual Countries

Guidance Documents and Forms for Reg-
ulation (EU) 2017/746 (IVDR)

As of 26 May 2022, Date of Application (DoA) of 
the  Regulation (EU) 2017/746 for in vitro diagnos-
tic medical devices (IVDR), the Austrian Federal 
Office for Safety in Health Care (BASG) published 
announcement and informed about the require-
ments for performance studies of in vitro diagnos-
tic medical devices. The BASG adapted  reporting 
form accordingly and updated format of applica-
tion to be submitted for getting the BASG approv-
al.

Th BASG informed also that ongoing perfor-
mance studies under Directive 98/79/EC and 
applications already submitted may continue un-
der the old regulations. Updating these forms as 
changes occur will continue to be possible. How-
ever, the creation of initial notifications according 
to Directive 98/79/EC will no longer be available 
as of 25.05.2022 for technical reasons. 

Guideline Submission of Performance Study 
According to the IVDR

The Federal Agency for Medicines and Health 
Products (FAMHP), the Belgian competent author-
ity published Guideline on the Submission Pro-
cesses for Performance Studies according to the 
IVDR in Belgium version 3.0, final dated 04 July 
2022, after several updates made by the FAMHP 
in May and in June.

The guidance aims to provide practical informa-
tion for the different submissions processes for 
performance studies under new IVDR from nation-
al point of view. 

The document presents different regulatory 
pathways for different types of performance studies 
with the involvement of the Ethics Committee (EC) 
and/or the FAMHP. Depending on the type of per-
formance study the submission procedure can be 
different. Each regulatory pathway is described in 
a detailed way and significant instructions are pro-
vided including content of the submission dossier. 

Austria

Belgium

https://www.cromsource.com/
https://health.ec.europa.eu/system/files/2022-01/mdcg_2022-1_en.pdf
https://health.ec.europa.eu/system/files/2022-01/mdcg_2022-1_en.pdf
https://www.basg.gv.at/en/healthcare-professionals/clinical-trials/clinical-trials-with-medical-devices
https://applicationform.basg.gv.at/mpgform/faces/main;jsessionid=jseIEkkEzl0ZVc5xz14PATzh-GIsuZxf3E6ymR7MjseWeuUJ7W6o!58862232
https://applicationform.basg.gv.at/mpgform/faces/main;jsessionid=jseIEkkEzl0ZVc5xz14PATzh-GIsuZxf3E6ymR7MjseWeuUJ7W6o!58862232
https://www.famhp.be/sites/default/files/Guideline%20Submission%20of%20Performance%20Study%20according%20to%20IVDR_version%203.0%20Final%20_0.pdf
https://www.famhp.be/sites/default/files/Guideline%20Submission%20of%20Performance%20Study%20according%20to%20IVDR_version%203.0%20Final%20_0.pdf
https://www.famhp.be/sites/default/files/Guideline%20Submission%20of%20Performance%20Study%20according%20to%20IVDR_version%203.0%20Final%20_0.pdf
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The guidance also informs how applicants 
should proceed with submission of substantial 
modification (SM), Non-SM and other notifications 
throughout the performance study.

Section 7 (seven) is dedicated to safety report-
ing in clinical performance studies that should be 
done in line with the requirements of IVDR Article 
76. The guidance outlines the procedures for safe-
ty reporting in the absence of Eudamed. Annex 
III covers a decision table for reportable events 
(SAEs and incidents).

At the end, the focus of the guidance address-
es the fees for the EC and the FAMHP to be paid 
depending on the regulatory pathway and classifi-
cation for additional burdensome or invasive pro-
cedures for Belgium.

Moreover, the FAMHP published Zip-folder  
including structure for initial performance study 
applications including relevant templates 

Notification of Medical Devices Study  
Deviations

The Medicines and Healthcare products Regu-
latory Agency (MHRA) published information to 
manufacturers on the obligation to notify of all 
study deviations to the MHRA. All deviations must 
be notified as soon as manufacturers have been 
made aware of them. The MHRA created an Excel 
template to be used when reporting deviations 
and recommends to keep this as a ‘live’ document 
so that new deviations can be added. This enables 
both the sponsor and MHRA to have a complete 
overview each time it is submitted.

Completed spreadsheet should be sent to the 
MHRA via email at info@mhra.gov.uk.

New Medical Devices Act

The Medical Devices Act of 7 April 2022 has 
been published in the Journal of Laws on 9 May 
2022. The Act enters into force on 26 May 2022 
except for: regulations concerning advertising of 
medical devices, which enter into force on 1 Jan-
uary 2023, and regulations concerning lists con-
ducted by the President of the Polish Competent 

Authority, which enter into force on 1 July 2023. 
The Medical Device Act implements MDR and 
IVDR provisions into Polish Law.

New IVDR Adapted in Switzerland

The Federal Council in Switzerland adopted the 
new Ordinance on in vitro diagnostic medical de-
vices (IvDO) and an amendment to the Regulation 
on clinical trials with medical devices (CTO-MedD) 
that came into force on 26 May 2022. The change 
in the legislation, which is that clinical trials with in 
vitro diagnostic medical devices will be regulated 
by the Regulation on Clinical Trials with Medical 
Devices (CTO-MedD) rather than the Regulation 
on Clinical Trials (ClinO) as before, is intended to 
improve patient safety by reinforcing the require-
ments for conformity assessment and post-market 
surveillance.

The issue of the necessary update of the Mutual 
Recognition Agreement (MRA) was raised. In the 
absence of this updating, the same “third country 
rules” that have applied to other medical devices 
for a year will now also apply to in vitro diagnostic 
medical devices. 

Additional requirements such as registration 
of economic operators, reporting of serious  
incidents to Swissmedic and the establishment of 
a ‘Swiss authorised representative’ (CH-REP) for 
foreign manufacturers are presented to reduce 
supply problems in Switzerland. Moreover, Swiss 
operators must register with Swissmedic. 

All documents relating to the old law will be re-
placed by new versions on the Swissmedic website.

The United Kingdom

Poland

Switzerland

https://www.cromsource.com/
https://www.fagg.be/sites/default/files/Folder structure - initial application performance study.zip
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device#coordinated-assessment-pathway-process
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/1076928/MHRA_PROTOCOL_DEVIATION_TRACKER.xlsx
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/1076928/MHRA_PROTOCOL_DEVIATION_TRACKER.xlsx
mailto:info%40mhra.gov.uk?subject=
https://eli.gov.pl/api/acts/DU/2022/974/text.pdf
https://www.swissmedic.ch/swissmedic/en/home/news/mitteilungen/neue-regulierung-in-vitro-diagnostika.html
https://www.seco.admin.ch/seco/en/home/Aussenwirtschaftspolitik_Wirtschaftliche_Zusammenarbeit/Wirtschaftsbeziehungen/Technische_Handelshemmnisse/Mutual_Recognition_Agreement_MRA0/MRA_Schweiz_EU.html
https://www.seco.admin.ch/seco/en/home/Aussenwirtschaftspolitik_Wirtschaftliche_Zusammenarbeit/Wirtschaftsbeziehungen/Technische_Handelshemmnisse/Mutual_Recognition_Agreement_MRA0/MRA_Schweiz_EU.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/reporting-incidents---fscas.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/reporting-incidents---fscas.html


April - June 2022

www.cromsource.com Regulatory Newsletter Issue 38 Page 12

FDA Launches eSTAR Program to Simplify 
Medical Device 510(k) Submissions

FDA announced back on 26 February 2020 the 
voluntary electronic Submission Template And 
Resource (eSTAR) Pilot Program as an alternate 
method available for selected industry participants 
in the pilot to prepare a 510(k) submission. The 
template follows the same structure, and covers 
the same content, as resources the agency already 
uses internally. FDA framed the consistency 
with internal resources as a way to improve the 
efficiency of 510(k) assessments.

The FDA built a secure, web-based tracker that 
displays the Center for Devices and Radiological 
Health’s (CDRH) progress in reviewing Traditional, 
Abbreviated, and Special  510(k) submissions. 
When you submit a 510(k) submission to CDRH 
for review, your Official Correspondent can 
monitor the FDA’s progress online in a simple, 
concise format. In the draft guidance, FDA said it 
will accept the eSTAR template for applications to 
CDRH and the Center for Biologics Evaluation and 
Research (CBER). 

Participation in the eSTAR program is voluntary, 
for now. When the de novo pathway eSTAR 
template went live on 3 January 2022 — the 
same day the final rule for the de novo pathway 
become effective — developers can expect to use 
templates that incorporate provisions of that rule, 
according to FDA’s updated eSTAR website. The 
eSTAR template allows for standard PDF format 
features such as autofill; it also guides applicants 
through each submission section and provides 
for associated resources such as guidances and 
databases to be integrated. Developers also 
receive automatic verification of their filings.

The date for mandatory use of eSTAR will be 
identified when the draft guidance is finalized. 
While eSTAR is currently only available for 510(k) 
submissions, the FDA intends to expand the eSTAR 
program to include other types of pre-market 
and post-market medical device submissions in 
the future. The eSTAR Pilot Program is free and 
available for voluntary use by all medical device 
applicants wishing to submit 510(k)s and De 
Novos to FDA. The eSTAR is not currently for use 
with combination products. 

The draft also states that the guidance will not 
be finalized until a date for requiring electronic 
submissions (i.e., submission via an ESG) is 
identified. Once the guidance is finalized, there 
will be a transition period of at least one year.

FDA has shared additional instructions and 
clarifications about the eSTAR process for 
510(k) filing as part of an update to its advice 
on premarket submissions. The eSTAR program 
should help FDA continue to improve its 510(k) 
review performance. 

Updates to Health Canada’s regulatory 
initiatives for 2022-2024: Adaptive Machine 
Learning-enabled Medical Devices

Health Canada is proposing to add a description 
of Advanced Therapeutic Products Pathway for 
Adaptive Machine Learning-enabled Medical 
Devices to Schedule G, allowing these devices to 
be regulated as Advanced Therapeutic Products. 
These devices would be the first Advanced 
Therapeutic Products to be listed in Schedule 
G, a schedule added when new authorities were 
added to the Food and Drugs Act in 2019. These 
new authorities are intended to enable the use of 
customized regulatory requirements to allow for 
the agility and flexibility necessary to determine 
the appropriate oversight of innovative health 
products. 

On 27 October 2021, Health Canada, the US  
Food and Drug Administration (FDA), and the 
United Kingdom’s Medicines and Healthcare 
Products Regulatory Agency (MHRA) jointly 
published the Good Machine Learning Practice 
for Medical Device Development: Guiding 
Principles. The document consists of ten guiding 
principles to help promote safe, effective, and 
high-quality use of artificial intelligence and 
machine learning (AI/ML) in medical devices.

North America

United States of America

Canada

https://www.cromsource.com/
https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
https://www.fda.gov/media/152429/download
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-notification-510k
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/de-novo-classification-request
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/de-novo-classification-request
https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
https://www.fda.gov/medical-devices/how-study-and-market-your-device/premarket-submissions-selecting-and-preparing-correct-submission
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/forward-regulatory-plan/plan/advanced-therapeutic-products-pathway-adaptive-machine-learning-enabled-medical-devices.html
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/forward-regulatory-plan/plan/advanced-therapeutic-products-pathway-adaptive-machine-learning-enabled-medical-devices.html
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/forward-regulatory-plan/plan/advanced-therapeutic-products-pathway-adaptive-machine-learning-enabled-medical-devices.html
https://www.canada.ca/en/health-canada/services/drug-health-product-review-approval/regulating-advanced-therapeutic-products.html
https://www.canada.ca/en/health-canada/services/drug-health-product-review-approval/regulating-advanced-therapeutic-products.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/good-machine-learning-practice-medical-device-development.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/good-machine-learning-practice-medical-device-development.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/good-machine-learning-practice-medical-device-development.html
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OTHER “HOT” TOPICS FROM THE UNITED STATES

FDA Finalizes Instructions for Use 
Guidance for Drugs and Biologics

The US Food and Drug Administration (FDA) on 
14 July 2022 finalized guidance on the content 
and format of Instructions for Use (IFU) labeling for 
pharmaceutical manufacturers to help consumers 
understand compliance instructions for using a 
drug or a biologic. 

The guidance covers human prescription drug 
and biological products, as well as drug-led or 
biologic-led combination products submitted 
under a new drug application (NDA) or a biologics 
license application (BLA). It specifies that “the IFU 
is written for patients (or their caregivers) who use 
drug products that have complicated or detailed 
patient-use instructions.”

Additionally, it includes language advising 
applicants to meet with FDA during the invest-
igational new drug (IND) phase to discuss the 
development of the IFU.

FDA: Center for Biologics Evaluation and 
Research Updates the 2022 Guidance 
Agenda

The Center for Biologics Evaluation and Research 

(CBER) updated its 2022 guidance agenda to 
note that it plans to finalize guidance on studying 
multiple versions of a cellular or gene therapy 
product in an early-phase clinical trial sometime 
this year.

A new draft guidance from the US Food and 
Drug Administration (FDA) gives cell and gene 
therapy developers a detailed framework for the 
conduct of umbrella trials, offering the potential 
for enhanced speed and efficiency in early-stage 
clinical trials.

In the umbrella trials envisioned under the 
draft guidance, two or more versions of a cellular 
or gene therapy product would be studied for 
one specific disease using just one trial design, 
shared infrastructure, and a master protocol. Each 
individual candidate within the umbrella trial 
would ordinarily have a unique investigational 
new drug (IND) application, but the applications 
can cross-reference each other.

The framework set forth in the draft guidance 
is designed to minimize repetition of effort in the 
submission of INDs; one “primary” IND will contain 
most clinical information about the umbrella trial, 
while “secondary” INDs need not include the 
clinical information, although they should cross-
reference the primary submission.

https://www.cromsource.com/
https://www.fda.gov/media/128446/download
https://www.fda.gov/media/120341/download
https://www.raps.org/news-and-articles/news-articles/2021/9/for-gene-therapies-fda-drafts-trial-guidance-final
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CROMSOURCE is an ISO-certified international provider of outsourced services to the pharmaceutical, bio-
technology and medical device industries, specialising in clinical development and staffing solutions. CROM-
SOURCE was founded in 1997, more than 25 years ago. Its successful growth has been built on stability, 
integrity, and high levels of customer satisfaction, all of which contribute to a high rate of repeat and referral 
business. We have grown steadily, but responsibly, to become an organisation of over 350 organised and 
well-trained experts.

A well-established full service CRO, CROMSOURCE is unique in offering an end-to-end guarantee covering 
trial timelines, enrolment and contract price. This guarantees our clients that their trials are delivered on time 
and within the contract price with no CRO-initiated change orders. CROMSOURCE operates through offices 
across all regions of Europe and North America and delivers a comprehensive breadth of services.

CROMSOURCE supports the full spectrum of clinical development via our Pharmaceutical, Medical Device 
and Staffing Solutions divisions. We seamlessly move biopharmaceutical products from first-in-human through 
all subsequent phases of pre- and post- approval research internationally.

We also support medical device projects through regulatory planning and execution, to pre- and post-market 
clinical investigations in Europe and North America.

CROMSOURCE, with world headquarters in Verona, Italy, is a leading CRO in Europe and the US with a solid 
infrastructure and operational subsidiaries in Belgium, Germany, Poland, Russia, Spain, Switzerland, the UK, 
the Netherlands, and the US.

From our office locations across Europe and North America, CROMSOURCE employs experienced field-based 
teams around the globe to provide expert capabilities in regions including the Middle East, Africa, APAC, and 
South America.

Global ReachGlobal Reach

About CROMSOURCEAbout CROMSOURCE

https://www.cromsource.com/
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It’s a simple concept, really.  
Quality data. On time.  
On Budget. Guaranteed.

We know that budgets must be competitive, 
and you can rest assured  that our End-to-End 
Guarantee™ does not come with a premium 
price. 

As an ISO-certified organisation, you can also 
rest easy about quality. 

1. Your study will start on time

2. We will enroll 100% of the contracted patients

3. We will finish on time with a set date for database lock

4. The price you contracted is the price you pay. There will   
    be no CRO-initiated changes-in-scope.

Guaranteed.

ONE TRIAL ONE PRICETM 

High quality, on time, on budget. 

GUARANTEED ENROLLMENT & TIMELINES

GUARANTEED FIXED PRICE BUDGET

At CROMSOURCE we believe experts should keep 
their word. With more than 25  years of success we 
provide the industry’s only End-to-End Guarantee™. 
Starting at the RFP stage with our uniquely detailed 
Feasibility Plus™ process we guarantee:

Don’t you owe it to your project to learn more?  
Contact us to request more information.

https://www.cromsource.com/

