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CORONOVIRUS (COVID-19) OUTBREAK – LATEST UPDATES 

WHO Notice to Stakeholders Addresses 
Regulatory Expectations During the 
Pandemic

The World Health Organization (WHO) has 
published a notice to manufacturers, laboratories 
and contract research organizations (CROs) on 
regulatory expectations and flexibility during the 
COVID-19 pandemic. The notice addresses ques-
tions related to inspections, quality management 
systems (QMSs), facilities and equipment, per-
sonnel, material, production and quality control 
laboratories. The guidance underlines that due to 
a different stage of the pandemic in each country, 
national measures and guidance should also be 
considered. The aim is to ensure the quality, safe-
ty, efficacy and continuity in the supply of prod-
ucts and services in order to attain a high level of 
public health.

The WHO website with a technical guidance 
and publications on COVID-19 topic are updated 
daily. 

Availability of Potential COVID-19 
Treatments and Progress on COVID-19 
Vaccine

On 2 April 2020, the International Coalition of 
Medicines Regulatory Authorities (ICMRA) held a 
virtual, global regulatory workshop convening ex-
perts from medicines regulatory authorities, the 
WHO and the European Commission. During the 
meeting these experts discussed the progress on 
COVID-19 medicine development. Regulators 
emphasised that, “within the current COVID-19 
disease pandemic, no specific medicinal product 
has yet clearly demonstrated efficacy.” In this fo-
rum, the experts gave updates and information 
about the ongoing and planned clinical trials. 
They mentioned various therapeutic candidates 
like remdesivir, lopinavir/ritonavir with or without 
interferon–ß, and chloroquine/hydroxychloro-
quine. It has been said that “other antivirals (e.g. 
monoclonal antibodies, hyperimmune sera) and 
immunomodulating agents such as IL-6 and IL-1 
inhibitors are likewise considered for develop-
ment.” The experts also discussed compassionate 

and off-label use of medicines in the context of 
COVID-19. The meetings are ongoing at regular 
intervals and the European Medicines Agency 
(EMA) and Food and Drug Administration (FDA) 
are taking it in turns to chair these meetings.

As of May 2020, the EMA was with interaction 
with many developers of potential COVID-19 
treatments and vaccines. Since 3 July 2020, rem-
desivir has obtained conditional marketing au-
thorisation for the treatment of COVID-19 in pa-
tients with pneumonia (adults and adolescents 
from 12 years of age)  who require supplemental 
oxygen in the European Union under the name 
Veklury. Remdesivir should also be used in com-
passionate use programmes across Europe.

Apart looking for a potential COVID-19 treat-
ment, worldwide researchers work to find a vac-
cine against SARS-CoV-2, the virus causing the 
COVID-19 pandemic. The Oxford scientists said 
that with an emergency approval from regula-
tors, “the first few million doses of their vaccine 
could be available by September, if it proves to 
be effective’’. Marco Cavaleri, the Head of Office, 
Anti-infectives and Vaccines in the Human Med-
icines Evaluation Division, responsible for scien-
tific oversight and coordination of EMA activities 
for anti-infective and vaccines said that “a vaccine 
against SARS-CoV-2 could be approved in the Eu-
ropean Union in about a year”. 

On 17 June 2020, the European Commission 
published European strategy to accelerate the 
development, manufacturing and deployment of 
vaccines against COVID-19.

Regulatory Affairs Professionals Society (RAPS) 
created COVID-19 vaccine tracker. RAPS updates 
this tracker once new information about COV-
ID-19 vaccine candidates, pre-clinical stages of 
development or research is available.

In addition, the EMA has published an overview 
of how the Agency will accelerate its regulatory 
procedures to deliver marketing authorizations 
of COVID-19 related medicines and vaccines in 
the shortest possible timeframes, while ensuring 
robust scientific opinions are reached.

http://www.cromsource.com
https://extranet.who.int/prequal/sites/default/files/documents/Covid-19_Q-A_May2020.pdf
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance-publications
http://www.icmra.info/drupal/sites/default/files/2020-04/Second%20regulatory%20COVID-19%20workshop%20-%20meeting%20report_April%202020.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.nytimes.com/2020/04/27/world/europe/coronavirus-vaccine-update-oxford.html
https://www.reuters.com/article/us-health-coronavirus-ema-vaccine-idUSKBN22Q19S
https://ec.europa.eu/info/files/communication-eu-strategy-covid-19-vaccines_en
https://www.raps.org/news-and-articles/news-articles/2020/3/covid-19-vaccine-tracker?utm_source=MagnetMail&utm_medium=Email%20&utm_campaign=RF%20Today%20%7C%2028%20May%202020%20%28copy%29
https://www.ema.europa.eu/en/news/covid-19-how-ema-fast-tracks-development-support-approval-medicines-vaccines
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Europe
European Commission Guidance on 
COVID-19

The European Commission takes every meas-
ure to ensure availability of medical supplies and 
equipment and support Member States in their 
efforts to address the COVID-19 pandemic. They 
publish the recommendations on health systems 
resilience, testing strategies and for community 
measures. The EC gives access to National infor-
mation resources on COVID-19, which provides 
an easy link to the up-to-date news and guidance 
of COVID-19 pandemic from each EU country.

The European Commission has published a list 
of essential medical devices and in vitro medical 
in the context of the COVID-19 pandemic.

On 2 April 2020, the European Commission 
issued guidance on medical devices, active im-
plantable medical devices (AIMDs) and in vitro 
diagnostic medical devices (IVDMD) in the COV-
ID-19 context. The guidance is in a ‘questions and 
answers’ format and explains, among other top-
ics, the legal requirements for placing such med-
ical devices on the EU market during COVID-19 
outbreak and how standards can be used under 
the current legislation.

EMA’s Governance During COVID-19 
Pandemic

On 24 April 2020, the European Medicines 
Agency (EMA) published the third version of the 
Guidance on the management of Clinical Trials 
during the COVID-19 (Coronavirus) pandemic. 
This updated version provides additional flexibili-
ty and clarification for stakeholders on:

• “The distribution of medicines to trial partic-
ipants. This takes into account social-distanc-
ing measures and possible limitations in trial 
site and hospital resources;

• The remote verification of source data (SDV) 
in the context of social distancing measures. 
This aims to facilitate activities that support 
the approval of COVID-19 and other life-sav-
ing medicines;

• Notifying authorities of urgent actions taken 
to protect trial participants against an imme-
diate hazard, or of other changes taken to 
support patient safety or data robustness.”

In May 2020, the guidance Questions and An-
swers on Regulatory Expectations for Medicinal 
Products for Human use during the COVID-19 

pandemic has been updated, adding a new sec-
tion with questions and answers, laying out flex-
ibilities for good manufacturing practice (GMP) 
and good distribution practice (GDP), and a new 
section on the suspension of on-site inspections 
of plasma collection centres. It has been updated 
to answer questions on changes in the manufac-
turing and supply chain areas. It covers the need 
for a swift update of the supply chain  to ensure 
continuity of supplies to the EU of crucial medi-
cines for treatment of COVID-19 patients.

On 29 June 2020, the EMA adapted revision of 
the guidance Implications of coronavirus disease 
(COVID-19) on methodological aspects of ongo-
ing clinical trials. The revisions to the guidance of-
fer new recommendations for sponsors.

The EMA publishes the latest updates on COV-
ID -19 guidance and press releases at the COV-
ID-19: What’s new.

The EMA has strengthened the mandate for the 
European Network of Centres for Pharmacoep-
idemiology and Pharmacovigilance (ENCePP), 
creating a COVID-19 Response Group working 
within ENCePP to strengthen the capacity of 
the regulatory network and clinicians to moni-
tor and evaluate the benefit-risk balance of me-
dicinal products used in the pandemic. The ac-
tivities of ENCePP COVID-19 Response Group 
include, among others,  the review of protocols 
and reports of COVID-19 studies posted in the 
European Union electronic Register of Post-Au-
thorisation Studies (EU PAS Register) in order to 
analyse research topics and study designs and to 
develop/identify and disseminate relevant meth-
odological guidance for pharmacoepidemiology 
(PE) studies on medicines and vaccines. This role 
gives ENCePP centres high visibility and recogni-
tion as key players in the fight against COVID-19 
and for public health protection.

In addition, the EMA experts, together with Eu-
ropean Commission and the Clinical Trials Facili-
tation and Coordination Group (CTFG) members 
recently held a WebEx conference, inviting or-
ganisations representing academia and patients’ 
organisations. During the conference experts 
brought a range of topics related to the changes 
to ongoing clinical trials, informed consent, dis-
tribution of investigational medicinal products 
(IMP), monitoring, GCP inspections and com-
munication with authorities during COVID-19 
pandemic. The slides from the conference are 
available on EudraLex - Volume 10 - Clinical trials 
guidelines.
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https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response/public-health_en
https://www.ecdc.europa.eu/en/COVID-19/national-sources
https://www.ecdc.europa.eu/en/COVID-19/national-sources
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_list-covid19-essential-md.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_list-covid19-essential-md.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_list-covid19-essential-md.pdf
https://ec.europa.eu/docsroom/documents/40607
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/human-use/docs/guidance_regulatory_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/human-use/docs/guidance_regulatory_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/human-use/docs/guidance_regulatory_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/human-use/docs/guidance_regulatory_covid19_en.pdf
https://www.ema.europa.eu/en/implications-coronavirus-disease-covid-19-methodological-aspects-ongoing-clinical-trials
https://www.ema.europa.eu/en/implications-coronavirus-disease-covid-19-methodological-aspects-ongoing-clinical-trials
https://www.ema.europa.eu/en/implications-coronavirus-disease-covid-19-methodological-aspects-ongoing-clinical-trials
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
http://www.encepp.eu/structure/documents/ENCePPSG-mandateforENCePPsupporttoCOVID-19.pdf
http://www.encepp.eu/structure/documents/ENCePPSG-mandateforENCePPsupporttoCOVID-19.pdf
http://www.encepp.eu/structure/documents/ENCePPSG-mandateforENCePPsupporttoCOVID-19.pdf
https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment0
https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment0
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The Clinical Trials Facilitation and Coordination 
Group (CTFG) published Link to National guid-
ance on CT management during the COVID-19 
pandemic. The links connect directly to the EU 
countries guidance on recommendations for the 
conduct of clinical research at the time of restric-
tive measures due to the COVID-19 or the instruc-
tion for the (re)start the clinical research.

Recent Updates from EU Individual 
Countries Regarding COVID-19 
Pandemic

Belgium
Federal Agency for Medicine and Health Prod-

uct (AFMPS/ FAGG/FAMHP) has published an Ad-
dendum to the Guidance on the Management of 
Clinical Trials during the COVID-19 (Coronavirus) 
Pandemic, Version 2.0, dated 29 April 2020.

Denmark
Updated Extraordinary Measures for Clinical 

Trials due to COVID-19, English 5.1 version, dat-
ed 23 April 2020.

France
National Agency for the Safety of Medicine and 

Health Products (ANSM) has updated information 
on its website relating to COVID-19 - Ongoing 
Clinical Trials, dated 20 May 2020.

Portugal
The National Authority of Medicines and Health 

Products (INFARMED) has issued guidelines on 
the Management of Clinical Trials during the 
COVID-19 (Coronovirus) Pandemic, dated 15 
April 2020.

Germany

Information on the authorisation and conduct 
of clinical trials of medicinal products during the 
COVID-19 pandemic (Version 2.3) updated on 27 
May 2020.

The Netherlands
The Central Committee on Research Involving 

Human Subjects (CCMO) has updated informa-
tion on its website by adding guidance on Con-
ditions for (re)starting clinical research, 25 June 
2020.

The United Kingdom
The Medicines & Healthcare products Regula-

tory Agency (MHRA) has updated the guidance 
Exemptions from Devices regulations during the 
coronavirus (COVID-19) outbreak, 17 June 2020.

The MHRA also launched COVID-19 Yellow 
Card reporting site for healthcare professionals, 
patients, and caregivers to report easily suspect-
ed side effects associated with any medicine used 
in patients with confirmed or suspected COV-
ID-19 and incidents involving medical devices 
used in relation to COVID-19, including adverse 
incidents with equipment, diagnostic testing kits 
and software/apps.

North America
United States of America

The U.S. Food and Drug Administration (FDA) 
has issued guidance - COVID-19 Public Health 
Emergency: General Considerations for Pre-IND 
Meeting Requests for COVID-19 Related Drugs 
and Biological Products, May 2020.

FDA Guidance on Conduct of Clinical Trials of 
Medical Products during COVID-19 Public Health 
Emergency has been updated in July 2020.

FDA recognizes that the COVID-19 pandemic 
may impact the conduct of bioequivalence stud-
ies intended for submission in Abbreviated New 
Drug Applications (ANDAs). FDA has published 
guidance on Bioequivalence Studies for Submis-
sion in ANDAs during the COVID-19 Pandemic.

FDA Protects Patients and Consumers 
from Fraud During COVID-19

Throughout the pandemic, the U.S. Food and 
Drug Administration has found many nefarious 
actors seeking to exploit consumers during the 
pandemic by selling unproven medical products 
often with fraudulent claims. The emergence of 
fraudulent medical products is a common phe-
nomenon during crisis situations. 

For example, in 2013, the FDA issued ten warn-
ing letters to firms selling unproven medical 
products with false or misleading claims to pro-
tect against influenza. In 2014, seven warning 
letters were issued for unproven and fraudulent 
Ebola products.
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2020_03_CTFG_Link_to_National_guidance_on_CT_managmant_during_the_COVID-19_pandemia.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2020_03_CTFG_Link_to_National_guidance_on_CT_managmant_during_the_COVID-19_pandemia.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2020_03_CTFG_Link_to_National_guidance_on_CT_managmant_during_the_COVID-19_pandemia.pdf
https://www.afmps.be/sites/default/files/content/national_guidance_corona_20200429c_clean.pdf
https://www.afmps.be/sites/default/files/content/national_guidance_corona_20200429c_clean.pdf
https://www.afmps.be/sites/default/files/content/national_guidance_corona_20200429c_clean.pdf
https://www.afmps.be/sites/default/files/content/national_guidance_corona_20200429c_clean.pdf
https://laegemiddelstyrelsen.dk/en/news/2020/extraordinary-measures-for-clinical-trials-due-to-covid-19/~/media/259AC11DD4CB438F9966E0C06396E47A.ashx
https://laegemiddelstyrelsen.dk/en/news/2020/extraordinary-measures-for-clinical-trials-due-to-covid-19/~/media/259AC11DD4CB438F9966E0C06396E47A.ashx
https://www.ansm.sante.fr/Activites/Essais-cliniques/COVID-19-Ongoing-clinical-trials/(offset)/1
https://www.ansm.sante.fr/Activites/Essais-cliniques/COVID-19-Ongoing-clinical-trials/(offset)/1
https://www.infarmed.pt/documents/15786/3584301/COVID-19_+Medidas+excecionais+no+ambito+da+realizacao+de+Ensaios+ClInicos%2C+durante+o+perIodo+de+risco+para+a+saUde+publica/60c07e97-6bb9-a972-df05-20fba160e82d
https://www.infarmed.pt/documents/15786/3584301/COVID-19_+Medidas+excecionais+no+ambito+da+realizacao+de+Ensaios+ClInicos%2C+durante+o+perIodo+de+risco+para+a+saUde+publica/60c07e97-6bb9-a972-df05-20fba160e82d
http://urpl.gov.pl/pl/komunikat-dyrektora-generalnego-z-dnia-25-marca-2020-r-w-sprawie-przypomnienia-o-funkcjonowaniu-od
https://www.bfarm.de/EN/Drugs/licensing/clinicalTrials/news/CT_COVID19.html
https://www.bfarm.de/EN/Drugs/licensing/clinicalTrials/news/CT_COVID19.html
https://www.bfarm.de/EN/Drugs/licensing/clinicalTrials/news/CT_COVID19.html
https://english.ccmo.nl/latest/news/2020/06/25/conditions-for-restarting-clinical-research
https://english.ccmo.nl/latest/news/2020/06/25/conditions-for-restarting-clinical-research
https://www.gov.uk/guidance/exemptions-from-devices-regulations-during-the-coronavirus-covid-19-outbreak?utm_source=4c1d45d9-79cc-4c0c-bbc6-4d382eaf7518&utm_medium=email&utm_campaign=govuk-notifications&utm_content=weekly#history
https://www.gov.uk/guidance/exemptions-from-devices-regulations-during-the-coronavirus-covid-19-outbreak?utm_source=4c1d45d9-79cc-4c0c-bbc6-4d382eaf7518&utm_medium=email&utm_campaign=govuk-notifications&utm_content=weekly#history
https://www.gov.uk/drug-safety-update/coronavirus-covid-19-new-dedicated-yellow-card-reporting-site-for-medicines-and-medical-devices
https://coronavirus-yellowcard.mhra.gov.uk/
https://coronavirus-yellowcard.mhra.gov.uk/
https://www.fda.gov/media/137927/download
https://www.fda.gov/media/137927/download
https://www.fda.gov/media/137927/download
https://www.fda.gov/media/137927/download
https://www.fda.gov/media/136238/download
https://www.fda.gov/media/136238/download
https://www.fda.gov/media/136238/download
https://www.fda.gov/drugs/coronavirus-covid-19-drugs/bioequivalence-studies-submission-andas-during-covid-19-pandemic
https://www.fda.gov/drugs/coronavirus-covid-19-drugs/bioequivalence-studies-submission-andas-during-covid-19-pandemic
https://www.fda.gov/news-events/fda-voices/fda-protects-patients-and-consumers-fraud-during-covid-19
https://www.fda.gov/news-events/fda-voices/fda-protects-patients-and-consumers-fraud-during-covid-19
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Once COVID-19 reached the U.S., the FDA re-
ceived complaints from U.S. consumers about 
unproven cures, illegitimate test kits, and sub-
standard or counterfeit respirators being offered 
for sale on the internet, and the agency identified 
thousands of new “high-risk” internet domain 
names that were registered in early 2020. To pro-
actively identify and neutralize these threats to 
consumers, the FDA launched Operation Quack 
Hack in March 2020.

As of June 2020, the FDA has identified more 
than 700 fraudulent and unproven medical prod-
ucts related to COVID-19. The Operation Quack 
Hack team has reviewed thousands of websites, 
social media posts, and online marketplace list-
ings, resulting in over 90 warning letters to sell-
ers, more than 150 reports sent to online market-
places, and more than 250 abuse complaints sent 
to domain registrars to date. Operation Quack 
Hack initiatives have led domain registrars to in-
vestigate and take down numerous websites ille-
gally selling unproven products and retailers to 
remove hundreds of unlawful products from the 
marketplace.

Canada

New Guidance Documents to 
Streamline Clinical Trials Related to 
COVID-19

Health Canada Wednesday issued two guid-
ance documents designed to streamline clinical 
trials for medical devices and drugs that are relat-
ed to COVID-19.

The guidance documents support an interim or-
der (IO) that reduces the administrative burden of 
clinical trials and promotes efficient investigation 
of drugs and medical devices to treat, prevent, 
mitigate or diagnose COVID-19.

The IO has dropped administrative require-
ments for non-significant changes during a clin-
ical trial; only changes that are significant now 
need approval. Also, trials may now engage a 
broader range of investigators and obtain in-
formed consent in a variety of ways.

Health Canada’s IO also reduces the administra-
tive requirements for trials that involve new uses 
of drugs and medical devices that are already be-
ing marketed.

These adjustments, said HC, will be of particu-
lar benefit for such complex clinical trials as mul-
ti-site, multi-arm and remote trials, and those that 
involve repurposing drugs and devices.

Required clinical trial reviews by Health Canada 
and a Research Ethics Board (REB) have also been 
prioritized for COVID-19 related drugs and devic-
es but must still take place.

The scope of the two guidance documents, one 
for drug clinical trials and one for medical devic-
es, includes trials related to COVID-19 for phar-
maceutical and biologic drugs, including blood 
and blood components; medical devices and 
combination products are also included. The IO 
and guidance documents apply to clinical trials 
in phases I-III.

The guidance documents for COVID-19-related 
clinical trials of drugs and medical devices are ef-
fective for one year from the date posted.

Management of Clinical Trials During the 
COVID-19 Pandemic

Health Canada  has updated the guidance Man-
agement of Clinical Trials during the COVID-19 
pandemic: Notice to Clinical Trial Sponsors, 3 
April 2020.

http://www.cromsource.com
https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/interim-order-respecting-clinical-trials-medical-devices-drugs/drug-guidance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/interim-order-respecting-clinical-trials-medical-devices-drugs/medical-device-guidance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/interim-order-respecting-clinical-trials-medical-devices-drugs/medical-device-guidance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
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MEDICINAL PRODUCTS/DRUGS

News from the EMA

Notice to Sponsors on Validation and 
Qualification of Computerised Systems 
Used in Clinical Trials   

On 7 April 2020, the EMA has published the 
Notice to sponsors on validation and qualifica-
tion of computerised systems used in clinical 
trials. The guidance has been issued due to the 
recent inspection findings and the implications 
they had on the integrity, reliability, robustness 
and acceptability of data in the context of clini-
cal trials data submitted to support marketing 
authorisation applications (MAAs). Most clinical 
trial data supporting MAAs are collected through 
computerised data collection tools e.g. electron-
ic case report forms (eCRFs) or clinical trial man-
agement systems (CTMSs). Failure to document 
and therefore, demonstrate the validated state 
of a computerised system, is likely to pose a risk 
to data integrity, reliability and robustness, which 
depending on the criticality of the affected data, 
may result in a recommendation from the GCP In-
spectors Working Group (IWG) to the Committee 
for Medicinal Products for Human Use (CHMP), 
not to use the data to support MAAs.

Non-Interventional Studies (NIS) Reporting 
Update

The Austrian Federal Office for Safety in Health 
Care (BASG) has informed that in accordance 
with §11 of the NIS MeldeVO, the final report and 
a lay summary in German should be submitted to 
the Federal Office via the BASG NIS Register 12 
months after the end of the NIS. The NIS Regis-
ter sends automatic reminders after 12 months. 
The basis of this reminder is the originally stated 
planned end of the NIS, not the actual end date.

Update of Radiation Protection Ordinance

The German Radiation Protection Ordinance of 
November 19, 2018 has been changed and came 
into force on 2 April 2020. The Ordinance sets 
up limits of radioactive substances and regulates 
protective measures to keep human population 
and the environment from damaging ionising ra-
diation.

New Bank Details and Fees

The Italian Medicines Agency (AIFA) has 
informed of change on its bank details and fees. 
From 1 Apr 2020, the agency’s cash service will 
be managed by the new Cashier Banco BPM SpA, 
VAT number 09722490969 with registered office 
in Milan, Piazza Filippo Meda no. 4. 
The payments of the tariffs referred to in the 
Ministerial Decree of 6 December 2016 must be 
made to the  new  IBAN bank  account: 
IT49-E-05034-03200-000000010448  
(SWIFT code: BAPPIT21060).

For payments made from abroad, the main BIC/
SWIFT code of the BancoBPM SpA bank is BAP-
PIT22.

The Competent Authority fees from 1 April 
2020 are as follows:

• Evaluation of clinical trials phase II and III  
€ 9498,43 

• Evaluation of clinical trials phase IV € 5699,06 
• Evaluation of substantial amendment  

€ 2234,93 
• System inspections concerning the recogni-

tion of eligibility of health institutes to con-
duct phase I studies € 2217,61.

Europe

News from Individual Countries

Austria

Germany

Italy
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New Online Submission of Amendments 
and Amendments Tool to HRA/REC

From 2 June 2020, all applicants making a clin-
ical trial project-related amendment for medici-
nal products and/ or medical devices to Health 
Research Authority (HRA)/ Research Ethics Com-
mittee (REC) will need to complete the amend-
ment tool and submit their amendment via new 
online submission gateway instead of submis-
sion via e-mail. The tool replaces the Substantial 
Amendment Notification Form, and Notification 
of Non-Substantial/Minor Amendments(s) for 
NHS Studies. 

The Research Tissue Banks and Research Da-
tabases amendments must also be submitted 
online from 2 June 2020, but will not need the 
amendment tool.

New Online Booking Service Procedure to 
HRA/REC

In May 2020, the HRA has changed an online 
booking service procedure to HRA/REC in the 
UK for all project-based studies in the Nation-
al Health Service (NHS)/ Health and Social Care 
(HSC) in Northern Ireland, tissue banks, databas-
es and health research taking place outside of the 
NHS/HSC except clinical trials related to COVID 
-19. For COVID-19 studies the previous booking 
service by phone is applicable.

The online booking service is available 24 hours 
a day, 7 days a week.

Updated Model of Clinical Trial Agreement 
for England, Scotland, Wales and Northern 
Ireland

In March 2020, the HRA published the revised 
commercial model Clinical Trial Agreement 
(mCTA) and Clinical Research Organisation mod-
el Clinical Trial Agreement (CRO-mCTA). The new 
models have been published on IRAS Help. The 
contracts are designed to be used without modi-
fication for industry-sponsored trials in NHS/HSC 
patients in hospitals throughout the UK Health 
Service. These model CTAs replace the 2018 ver-
sions.

 

 
Regulation on the Types, Scope and Tem-
plates of Patients Medical Documentation

On 15 April 2020, the New regulation of the 
Minister of Health of 6 April 2020 on the types, 
scope and templates of medical documentation 
and the method of its processing came into 
force. It introduces numerous changes regarding 
electronic documentation and keeping medical 
records in electronic form at sites. It underlines 
that patients medical records can be kept at sites 
only in one form - electronic or paper. 

New Bank Account for Administrative Pay-
ments

The Office for Registration of Medicinal Prod-
ucts, Medical Devices and Biocidal Products, 
the Polish Competent Authority (CA) informed 
about the new bank account for administrative 
payments required for the authorization for the 
specific person from Contract Research Organi-
sation (CRO) performing regulatory submissions 
activities on behalf of sponsor to the CA or other 
administration organisations. This administration 
payment, stamp duty, covers the number of per-
sons mentioned on the Power of Attorney.

The United Kingdom Poland
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FDA Proposes New Rule on Reporting Re-
quirements

   On 23 July 2020, the U.S. Food and Drug Ad-
ministration (FDA) published the proposed rule, 
Annual Summary Reporting Requirements Under 
the Right to Try Act, that when finalized, will im-
plement a statutory requirement for sponsors and 
manufacturers to provide an annual summary to 
the FDA for any eligible investigational drug they 
provide to eligible patients under the Right to Try 
Act.

“The FDA is dedicated to achieving the goals 
that Congress set forth in the Right to Try Act, 
so that patients facing terminal conditions have 
another avenue to access investigational medi-
cines,” said Anand Shah, M.D., Deputy Commis-
sioner for Medical and Scientific Affairs. “Today’s 
proposed rule builds on the FDA’s long-standing 
dedication to enhancing access for patients who 
are facing life-threatening diseases or conditions 
and our continued commitment to transparency.”

The Right to Try Act, or the Trickett Wendler, 
Frank Mongiello, Jordan McLinn and Matthew 
Bellina Right to Try Act of 2017, provides a path-
way for patients who have been diagnosed with 
life-threatening diseases or conditions who have 
tried all approved treatment options and who are 
unable to participate in a clinical trial, to access 
certain unapproved treatments. Ultimately, the 
sponsor or manufacturer who is developing the 
drug or biologic, not the FDA, is responsible for 
determining whether to make their product avail-
able to patients who qualify for access under the 
Right to Try Act.

US Regulations for Regenerative Medicine 
Advanced Therapies 

Regenerative medicine is a rapidly expanding 
field, offering the potential to treat serious and 
life-threatening conditions by replacing, or “re-
generating,” human cells, tissues, or organs that 
have been damaged by disease, trauma, or con-
genital defects. With more than 200 investigation-
al new drug (IND) applications anticipated by the 
US Food and Drug Administration (FDA) in 2020, 
regenerative medicine should yield many new 
therapies with enormous benefits to patients, es-
pecially those with unmet medical needs.

Navigating the complex regulatory environment 
of regenerative medicine requires companies to 
engage with the FDA early and often throughout 
the drug development process to identify and 
overcome potential obstacles to approval. Many 
of these therapies are developed by scientific in-
stitutions and medical research groups with lim-
ited in-house regulatory resources, so it is advis-
able to seek external regulatory support early in 
the planning process.

Regenerative medicines, as defined by the FDA, 
include cell therapies (non- and genetically mod-
ified), therapeutic tissue-engineering products, 
human cell and tissue products, and combination 
products using these biologic components, which 
lead to a sustained effect on cells and tissues.

In addition, a combination product (biologic 
device, biologic drug, or biologic device-drug) 
can be eligible for regenerative medicine ad-
vanced therapy (RMAT) designation when the 
biological product constituent part is a regener-
ative medicine therapy and provides the greatest 
contribution to the overall intended therapeutic 
effects of the combination product (i.e., the pri-
mary mode of action of the combination product 
is conveyed by the biological product constituent 
part). In January 2020, the FDA released six final 
guidance documents on gene therapy manufac-
turing and clinical development of products and 
a draft guidance.

The FDA’s policy to advance the development 
of safe and effective cell and gene therapies can 
be found here: www.fda.gov/vaccines-blood-bio-
logics/cellular-gene-therapy-products.

North America

United States of America
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FDA Finalizes Guidance on Broader Cancer 
Trial Eligibility

In four final guidance documents published on 
10 July 2020, the US Food and Drug Administra-
tion (FDA) outlines cancer trial eligibility criteria 
considerations for individuals with several specif-
ic clinical conditions. Another guidance address-
es minimum age considerations for inclusion of 
paediatric patients in cancer clinical trials.

The guidance, issued jointly by FDA’s Centres 
for Drug Evaluation and Research and Biologics 
Evaluation and Research (CDER and CBER), pro-
vide considerations for balancing the importance 
of including children and those with some serious 
health conditions in cancer clinical trials against 
ethical and data quality considerations.

“Unnecessarily restrictive eligibility criteria may 
slow patient accrual, limit patients’ access to clin-
ical trials, and lead to trial results that do not fully 
represent treatment effects in the patient popula-
tion that will ultimately use the drug,” said FDA in 
its guidance for inclusion of paediatric patients. 
“Broadening cancer trial eligibility criteria can 
maximize the generalizability of trial results and 
the ability to understand the therapy’s benefit-risk 
profile across the patient population likely to use 
the drug in clinical practice and should be con-
sidered to avoid jeopardizing patient safety.”

The FDA issued these four final guidance doc-
uments after publishing them as drafts in March 
2019. After public consultation, clarification and 
some additional condition-specific details were 
added to the guidances. Separately, a final guid-
ance issued in 2019 addresses inclusion of ado-
lescents in cancer clinical trials.

Guidance documents can be accessed at:

• https://www.fda.gov/media/121318/download

• https://www.fda.gov/media/121317/download 

• https://www.fda.gov/media/121319/download   

• https://www.fda.gov/media/123745/download 

U.S. Clinical Trials Taking Longer Despite 
FDA Efforts to Accelerate Drug Develop-
ment

The average time needed to complete clinical 
development of a new drug in the U.S. is increas-
ing, outpacing the FDA’s efforts to accelerate drug 
approval and lengthening the overall amount of 
time needed to bring a new drug to market, ac-
cording to a new report.

The average combined clinical trial and ap-
proval timeline increased by almost five months 
between 2008 and 2018, an analysis by the 
Tufts Centre for the Study of Drug Development 
(CSDD) shows. At the same time, the clinical trial 
timeline grew by nearly seven months, while the 
approval phase dropped by nearly two months.

Drugs that fell under the FDA’s expedited re-
view program, however, were brought to market 
11 percent faster than those without expedited 
review. And the trial-to-approval timeline for or-
phan drugs decreased 12 percent.

The duration of clinical trials increased across 
all phases, the study shows, with the greatest in-
crease (9.2 percent) in phase 2. To read a summa-
ry of the results, click here: https://bit.ly/32t9vj7

http://www.cromsource.com
https://www.fda.gov/media/121318/download
https://www.fda.gov/media/121317/download
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https://bit.ly/32t9vj7
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Confirmation of the Mandatory Use of the 
Regulatory Enrolment Process (REP) as of 1 
October 2020

By way of this update, Health Products and 
Food Branch (HPFB) is reminding sponsors that 
the mandatory date for use of the Regulatory 
Enrolment Process (REP) and the Common Elec-
tronic Submissions Gateway (CESG) is 1 October 
2020 applicable to pharmaceutical, biologic and 
radiopharmaceutical drugs for human use as well 
as disinfectants, pursuant to Part C, Division 1 and 
Division 8 of the Food and Drug Regulations. 

The HPFB is implementing a single window for 
transmission of regulatory transactions in elec-
tronic format which is considerably faster and 
more efficient than courier services and which 
provides secure transmission of transactions 
which email does not offer. To facilitate the use 
of this single window, also known as the CESG, 
HPFB has created the REP.

The REP is a method HPFB uses to collect infor-
mation from sponsors related to their company, 
dossiers, products, regulatory activities and trans-
actions. It consists of a set of web-based tem-
plates that upon completion generate REP Exten-
sible Mark-up Language (XML) files. The REP XML 
files are sent to HPFB via the CESG.

The REP will replace the processes for the exist-
ing Health Canada 3011: Drug Submission Appli-
cation Form and the Drug Submission - Applica-
tion Fee Form for Human and Disinfectant Drugs.

Canada

http://www.cromsource.com
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MEDICAL DEVICES

News from the European  
Commission

Implementation of Medical Devices Regula-
tion (MDR) Postponed until 26 May 2021

The European Commission approved delaying 
the MDR application date by one year until 26 
May 2021. The delay will allow the medical device 
industry to maintain maximum focus on helping 
healthcare systems to combat COVID-19, and on 
addressing the pandemic’s impact on the whole 
healthcare ecosystem.

New Medical Devices Website Launched

The European Commission has launched a new 
Medical Devices website, hosted on the portal of 
the Directorate-General for Health and Food Safe-
ty (DG SANTE). Previously the website was hosted 
on the Directorate-General for Internal Market, In-
dustry, Entrepreneurship and SMEs (DG GROW).

The website contains information on current 
legislation and new Regulations and provides 
advice for all stakeholders in the medical devices 
and in vitro medical devices value chain by giving 
access to latest news, press releases, guidance 
and newsletters. 

News from Individual Countries

BfArM and DMDI Merged

Since 26 May 2020, the Federal Institute for 
Drugs and Medical Devices (BfArM) and essen-
tial functional units of the German Institute for 
Medical Documentation and Information (DIM-
DI) were brought together under the umbrella of 
the BfArM to form one authority for medical de-
vices in Germany. The former DIMDI employees 
can be reached under new email addresses and 
telephone numbers. Calls are automatically trans-
ferred during a transition period.

The DIMDI website (www.dimdi.de) is still func-
tioning to access the full range of services. How-
ever, after a transition period (26 May 2021), all 
content will be transferred to the BfArM website.

EUROPE

Germany
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Final Guidance for Electronic Submissions 
for Medical Devices

A new final guidance from the US Food and 
Drug Administration (FDA) lays the framework 
for electronic submissions for medical devices. 
The agency advised that more specifics about the 
nuts and bolts of electronic submissions, as well 
as the timing of implementation, will be provided 
in upcoming guidance.

One guidance document is insufficient for de-
scribing and implementing electronic formats for 
all types of submissions covered under the statu-
tory requirements, said FDA in the newly issued 
guidance, which delineates the agency’s plans 
for implementing the requirements of section 
745A(b)(3) of the FDA Reauthorization Act of 2017 
(FDARA). The newly issued final guidance follows 
a draft guidance issued in September 2019.

The guidance does clarify the types of guidance 
that must be submitted electronically. These in-
clude premarket notification submissions (510(k) 
submissions); De Novo submissions; premarket 
approval applications (PMAs), including transi-
tional and modular PMAs; product development 
protocols, investigational device exemption ap-
plications of all types; humanitarian device ex-
emptions, Emergency Use Authorizations; and 
certain investigational new drug (IND) applica-
tions such as those intended for use in screening 
donor blood.

Also included are biological license applica-
tions (BLAs) regulated by CBER as biological 
products, regardless of whether an IND sub-
mission is required before the BLA submission.  
Though Q-submission types aside from pre-sub-
missions are not required to be in electronic for-
mat, “FDA recommends that all Q-submissions 
be submitted in electronic format to facilitate effi-
cient review,” according to the guidance.

IMDRF Finalized Guidance Covering 
Cybersecurity, Personalized Devices and 
Conformity Assessment Bodies

In April 2020, the International Medical Device 
Regulators Forum (IMDRF) published principles 
and practices for medical device cybersecurity 
guidance document. This document considers 
cybersecurity in the context of medical devices 
that either contain software, including firmware 
and programmable logic controllers (e.g. pace-
makers, infusion, pumps) or exist as software only 
(e.g. Software as a Medical device (SaMD)).

It outlines recommendations for medical device 
manufacturers, healthcare providers, regulators, 
and users to: minimize cybersecurity risks that 
could arise from use of the device for its intended 
purposes; and to ensure maintenance and conti-
nuity of device safety and performance. All guid-
ance documents are available here. 

North America

United States of America Other Initiatives

http://www.cromsource.com
https://www.fda.gov/media/131064/download
http://www.imdrf.org/documents/documents.asp


April-June 2020

www.cromsource.com Regulatory Newsletter Issue 30 Page 14

OTHER “HOT” TOPICS IN EUROPE

Medical Device Regulation:  
MDR-latest status

The application of the Medical Device Regula-
tion (MDR) is now postponed until 26 May 2021. 
The European Commission updated its “rolling 
plan” for adopting implementing acts and other 
measures ahead of the MDR and In Vitro Diagnos-
tic Regulation (IVDR).

Safety Reporting in Clinical Investigations of 
Medical Devices under The MDR

The new Medical Device Coordination Group 
(MDCG) guidance issued in May 2020, provides 
instructions of safety reporting requirements 
in clinical investigations (CIs) of medical devic-
es performed in line with the Regulation (EU) 
2017/745 – Medical Device Regulation (MDR) 
Article 80. The guidance explains the process 
of safety reporting for CIs in the absence of EU-
DAMED and when the platform is available; pro-
vides guidance when, by whom and to whom 
safety reporting must be done; informs how to 
proceed in case of Post-Market Clinical Follow Up 
(PMCF) investigations.

“Due to the transitional provisions in MDR Arti-
cle 120(11) this guidance also covers clinical in-
vestigations which have started to be conducted 
in accordance with Article 10 of Directive 90/385/
EEC (AIMDD) or Article 15 of Directive 93/42/EEC 
(MDD) prior to 26 May 2021. These investigations 
may continue to be conducted after date of ap-
plication of the MDR, but the reporting of serious 
adverse events and device deficiencies shall be 
carried out in accordance with the MDR require-
ments from 26 May 2021 and onwards.” 

Guidelines on the Adoption of Union-Wide 
Derogations for Medical Devices in Ac-
cordance with Article 59 of Regulation (EU) 
2017/745

In response to the COVID-19 pandemic, and 
with patient health and safety as a guiding princi-
ple, the European Parliament and the Council on 
23 April 2020 adopted Regulation (EU) 2020/561. 
This new regulation eased the process for renew-
ing notified body designations prior the new date 
of application of the Medical Devices Regulation 
(MDR) 26 May 2021. 

Medical Device Coordination Group (MDCG) 
offers new guidance and templates documents 
to medical device manufacturers assess in imple-
menting the MDR.

• Clinical Evaluation - Equivalence. A guide 
for manufacturers and notified bodies

• Regulation (EU) 2017/745: Clinical evi-
dence needed for medical devices previ-
ously CE marked under Directives 93/42/
EEC or 90/385/EEC. A guide for manufac-
turers and notified bodies

• Post-market clinical follow-up (PMCF) Plan 
Template. A guide for manufacturers and 
notified bodies

• Post-market clinical follow-up (PMCF) Eval-
uation Report Template. A guide for manu-
facturers and notified bodies

• Regulatory Requirements for Ventilators 
and Related Accessories

• Guidance on temporary extraordinary 
measures related to medical device Noti-
fied Body audits during COVID-19 quaran-
tine orders and travel restrictions

• Interpretation of Article 54(2)b rev1  

• Transitional provisions for consultations 
of authorities on devices incorporating a 
substance which may be considered a me-
dicinal product [...] as well as on devices 
manufactured using TSE susceptible animal 
tissues 

• Clinical evaluation assessment report tem-
plate, July 2020

http://www.cromsource.com
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EUDAMED 

The European Commission sets timeline for roll-
ing out EUDAMED Models. The Commission said 
that the actor registration module will be made 
available at the latest by March 2021. After this 
date, the modules for unique device identifica-
tion (UDI)/device registration and certificates/no-
tified bodies will be online “as soon as functional,” 
which the Commission said could be complete by 
May 2021.

Medical Devices: Latest Notified Body 
Designations

Germany’s MDC Medical Device Certification 
GmbH was designated as the 13th notified body 
and under the Medical Devices Regulation (MDR).

Sweden’s Intertek Medical Notified Body AB 
became the 14th notified body designated under 
the MDR.

France’s GMED became the 15th notified body 
designated under the MDR in the EU and first in 
France.

Germany’s TÜV SÜD Product Service GmbH Ze-
rtifizierstellen became the fourth notified body 
designated under the In Vitro Diagnostic Regula-
tion (IVDR).

CE Certificates-TEAM-NB Survey

The European notified body group Team-NB 
has published an annual survey from 23 notified 
bodies and TEAM-NB members from 27 EU mem-
ber states at the end of 2019. Team-NB noticed 
an important increase in certificates issued in the 
2019 with a jump of nearly 50% after 30% jump in 
the preceding year 2018.  It showed that indus-
try rushed to obtain the certificates before the 
application of the EU Medical Device Regulation 
(MDR).

http://www.cromsource.com
https://ec.europa.eu/health/md_eudamed/overview_en
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notification.html&ntf_id=306148&version_no=1
https://www.team-nb.org/wp-content/uploads/2020/05/Team-NB-MD-Sector-Survey-PressRelease-20200505-1.pdf
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Key Brexit Updates

Getting Ready for Changes

On 9 July 2020, the European Commission pub-
lished document on Communication on readi-
ness at the end of the transition period between 
the European Union and the United Kingdom. 
The document describes the current situation 
of negotiation on a new partnership with the EU 
and the UK and the procedures which have al-
ready been negotiated.  In accordance with the 
Withdrawal Agreement, EU law continues to ap-
ply within the United Kingdom for a ‘transition 
period’ lasting until 31 December 2020. During 
the coronavirus pandemic the subsequent three 
rounds of negotiations had to be held by video 
conference. The Commission states that negoti-
ations have shown little progress so far but dis-
cussions are intensified over the summer, with 
negotiation rounds and/or specialised sessions 
scheduled each week from 29 June 2020. 

Both sides consider October as the latest point 
that a deal could be agreed upon, to allow imple-
mentation and ratification before the end of the 
year. 

Joint Letter on the Need for a Mutual Recog-
nition Agreement between the EU and UK

The European Commission has published the 
joint letter from the pharmaceutical and biotech-
nology sector to the Commission Presidents, 
Commissioner and Negotiators for constructive 
negotiation on Mutual Recognition Agreement 
between the EU and UK. They say: “we are ex-
tremely concerned about the lack of progress 
with only 6 months until the end of the Transition 
Period, which could lead to a failure to reach a 
negotiated outcome on the future EU-UK rela-
tionship.” Industry representatives calls for nego-
tiation to prioritize health and patients’ access to 
medicines in the EU-UK, to ensure simplified and 
rational rules of origin and smooth import clear-
ance processes.

 
Notice to Stakeholders Withdrawal of the 
United Kingdom and EU Rules in the Field 
of Clinical Trials- Update

The European Commission has released the 
Notice to Stakeholders dated 7 May 2020. The 
notice replaces the documents from 6 September 
2018. The European Commission reminds clinical 
trial sponsors that they must comply with EU clini-
cal trial rules following the Brexit transition period 
that expires on 31 December 2020 especially that 
the deadline to extend the transition period now 
passed, “There is no possibility for further exten-
sion beyond that date,” the agencies write. The 
document explains supply process of investiga-
tional medicinal products (IMPs) between the EU 
and the UK, Legal representative and Qualified 
person role.

http://www.cromsource.com
https://ec.europa.eu/info/publications/getting-ready-changes-communication-readiness-end-transition-period-between-european-union-and-united-kingdom
https://ec.europa.eu/info/publications/getting-ready-changes-communication-readiness-end-transition-period-between-european-union-and-united-kingdom
https://ec.europa.eu/info/publications/getting-ready-changes-communication-readiness-end-transition-period-between-european-union-and-united-kingdom
https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/need-for-a-mutual-recognition-agreement-between-the-eu-and-uk/
https://ec.europa.eu/info/sites/info/files/brexit_files/info_site/clinical-trials_en.pdf


April-June 2020

www.cromsource.com Regulatory Newsletter Issue 30 Page 17

OTHER “HOT” TOPICS FROM UNITED STATES

FDA Announces First of Its Kind 
Pilot Program to Communicate 
Patient Reported Outcomes from 
Cancer Clinical Trials

On 23 June 2020, the U.S. Food and Drug 
Administration (FDA) launched Project Patient 
Voice, an initiative of the FDA’s Oncology Centre 
of Excellence (OCE). Through a new website, 
Project Patient Voice creates a consistent source 
of publicly available information describing 
patient-reported symptoms from cancer trials for 
marketed treatments. While this patient-reported 
data has historically been analysed by the FDA 
during the drug approval process, it is rarely 
included in product labelling and, therefore, is 
largely inaccessible to the public.

“Project Patient Voice has been initiated by the 
Oncology Centre of Excellence to give patients 
and health care professionals unique information 
on symptomatic side effects to better inform their 
treatment choices,” said FDA Principal Deputy 
Commissioner Amy Abernethy, M.D., Ph.D. “The 
Project Patient Voice pilot is a significant step 
in advancing a patient-centred approach to 
oncology drug development. Where patient-
reported symptom information is collected 
rigorously, this information should be readily 
available to patients.” 

Patient-reported outcome (PRO) data is collected 
using questionnaires that patients complete 
during clinical trials. These questionnaires are 
designed to capture important information about 
disease- or treatment-related symptoms. This 
includes how severe or how often a symptom or 
side effect occurs.

Patient-reported data can provide additional, 
complementary information for health care 
professionals to discuss with patients, specifically 
when discussing the potential side effects of a 
particular cancer treatment. In contrast to the 
clinician-reported safety data in product labelling, 
the data in Project Patient Voice is obtained 
directly from patients and can show symptoms 
before treatment starts and at multiple time 
points while receiving cancer treatment. 

The www.fda.gov/about-fda/oncology-center-
excellence/project-patient-voice (Project Patient 
Voice website) will include a list of cancer 

clinical trials that have available patient-reported 
symptom data. Each trial will include a table of 
the patient-reported symptoms collected.

In the first phase of this pilot website, only one 
trial will be included while the FDA seeks public 
feedback on how the information is presented. 
The FDA will use this feedback to consider 
improvements to the website in order to make 
the information as user-friendly as possible. 

The visualizations and data included on the 
website are voluntarily provided by the drug 
companies that conducted the clinical trials. 
AstraZeneca is the first company to provide 
patient-reported outcome data for one of their 
FDA-approved drugs and has collaborated 
with the FDA to identify methods to display the 
information in a way that is informative to health 
care professionals and patients.

Project Patient Voice is not meant to replace 
the clinician-reported safety information that is 
available as part of a drug’s labelling. Data from 
Project Patient Voice should not substitute for 
advice from a health care professional. Rather, 
Project Patient Voice serves as a complement to 
FDA patient labelling and patient information, not 
a sole source of information on which to make 
decisions about medical care.

The FDA will seek public feedback regarding 
the Project Patient Voice pilot effort at a 
virtual public workshop co-sponsored with 
the American Society of Clinical Oncology on 
July 17. The “Clinical Outcome Assessments 
in Cancer Clinical Trials” workshop will include 
health care providers, patients, health outcomes 
researchers, industry, advocacy groups and other 
stakeholders interested in rigorous measurement 
of symptom and functional outcomes. In addition 
to discussing trial design considerations to obtain 
patient-reported symptomatic side effects, the 
FDA will obtain feedback on the presentation of 
PRO symptomatic side effect data on the Project 
Patient Voice website to further ensure that the 
information is clear and meaningful to health care 
professionals and patients.

http://www.cromsource.com
https://www.fda.gov/about-fda/oncology-center-excellence/project-patient-voice
https://www.fda.gov/about-fda/oncology-center-excellence/project-patient-voice
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FDA Puts Spotlight on  
Decentralized Clinical Trials

Decentralized clinical trials (DCTs) offer op-
portunities to optimize efficiencies in clinical 
trials, a number of U.S. Food and Drug Admin-
istration (FDA) officials, including Dr. Isaac R. 
Rodriguez-Chavez, officer for clinical research 
methodology, regulatory compliance & policy 
development within FDA’s, Centre for Drug Eval-
uation and Research have said at recent public 
conferences. Dr. Rodriguez-Chavez and others 
believe DCTs will make it more convenient for in-
dividuals to participate in trials.

They will help the clinical trial industry do a 
more thorough job accessing diverse populations 
by reducing geographical barriers—increasing 
enrolment and retention of trial participants—and 
bringing trials to the local environments where 
trial participants reside, thus expediting trial con-
duct and hopefully decreasing costs.

Advocates of DCTs also hope leveraging them 
with local healthcare providers and digital health 
technologies will accelerate medical product de-
velopment and speed delivery of therapies to pa-
tients. FDA is following the regulatory framework 
approved by Congress regarding the 21st Cen-
tury Cures Act and the modernization of clinical 
research while protecting public health.

Meantime, FDA recognizes the need to guide 
the clinical research field at large about DCTs, 
and its Centre for Drug Evaluation and Research 
recently announced plans to release a guidance 
sometime by end of 2020. 

Decentralizing clinical trials is no longer a ‘nice-
to-have’ feature to reduce clinical trial times and 
improve participant engagement. The COVID-19 
outbreak has shattered this illusion and placed 
the spotlight on the imperative to have better, 
faster access to new drugs, meaning clinical trials 
can no longer languish in a tedious, paper-based 
approach. 

“At  the Agency, ‘decentralized trials’ refers to 
the decentralization of technologies. These clini-
cal trials use digital technologies to have remote 
interactions with real participants. In contrast, vir-
tual trials are preclinical trials conducted in silico 
or on models. Both examples use digital technol-
ogy, but their application is different. “Hybrid tri-
als combine elements of traditional and central-
ized approaches,” Rodriguez-Chavez continued. 
Here, some patient consultations or tests may be 
performed remotely and others in person at a tri-
al site. 

Normalization will be more likely after the FDA 
issues its decentralized guidance, tentatively 
scheduled for later this year. “It represents an ex-
pansion of clinical research from traditional to de-
centralized trials,” Rodriguez-Chavez said. It will 
include hybrid trials, as well. 

Telehealth “is up and coming in clinical re-
search,” he added, noting that the COVID-19 
pandemic has expedited the expansion of tele-
health. The Code of Federal Regulations governs 
the conduct of medical research, so he cautioned 
that those seeking to use telehealth in clinical re-
search should ensure they meet local, state and 
federal regulations governing telehealth and 
telemedicine. 

In addition to the communications ease of tele-
health options, technology such as wearables can 
facilitate decentralized clinical trials. What could 
this like in the near future? Things  to consider 
could include: Real-time patient data insights; 
Enrolment insights-dashboards show what is/not 
working and when to stop recruitment ; De-risk tri-
als in real-time-compliant patients, fewer patients 
needed, faster database lock; Enhanced patient 
safety-clinical team alerted to adverse events as 
soon as they occur, direct to patient notification; 
Patient-centricity and empowerment-informed 
and educated patients know what to expect and 
are more compliant; On-demand support-click-
2-call, live chat, telemedicine, home healthcare, 
travel considerations and more. 

Resource:  
www.fda.gov/media/134778/download

http://www.cromsource.com
https://www.fda.gov/media/134778/download
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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, almost 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 500 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-into-human con-
ducted in our exceptional early phase unit, through all subsequent phases of pre- and post- approval research 
internationally.

We also support medical device projects through regulatory planning and execution, to pilot and pivotal clin-
ical 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 Reach

About CROMSOURCE

http://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 Guar-
anteeTM does not come with a premium price. 

As an ISO-certified organization, 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 20 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.

www.cromsource.com

http://www.cromsource.com
http://www.cromsource.com

