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Regulatory news

Pre-market assessment

EMA offers routine parallel 
scientific	advice
E u r o p e a n  U n i o n  – The EMA has 
published a report on its pilot on parallel 
scientific advice allowing pharmaceutical 
companies to receive simultaneous 
feedback on their development plans for 
new medicines from both regulators and 
health-technology-assessment (HTA) 
bodies. A total of 63 parallel scientific 
advice procedures were completed from 
July 2010 to December 2015. 

Parallel scientific advice helps to ensure 
that clinical trials are designed to generate 
the evidence needed for both regulatory 
and health technology assessment. 
Assessment of both the benefit-risk 
balance and the added value of a new 
medicine at the same time can reduce 
delays between its marketing authorization 
and decisions on reimbursement.

The procedure is routinely offered by 
EMA since the end of the pilot. A best 
practice guide has also been published. (1)

A report by the EMA and the European 
network for Health Technology 
Assessment (EUnetHTA) highlights the 
key achievements of work done in 2012–
2015 and future collaborative approaches 
for collection of robust post-authorization 
data, rapid EUnetHTA relative 
effectiveness assessments and joint 
discussions on the therapeutic indications 
of medicines. (2)

 ► (1) EMA Press release, 31 March 2016.
(2) EMA Press release, 14 April 2016.

EMA guidance on patient-reported 
outcomes for anticancer medicines
E u r o p e a n  U n i o n  – The EMA has 
published new guidance on how patient-
reported outcome data should be 
integrated in oncology clinical trials. 

Patient-reported outcomes include any 
data directly reported by a patient based 
on his or her perception of a disease and 
its treatment. They provide information 
on a patient’s quality of life, symptoms, 
treatment adherence or satisfaction with 
care. The guidance acknowledges the 
importance of bringing the perspective 
of patients to the assessment of benefits 
and risks of cancer medicines. Patient-
reported outcomes and health-related 
quality of life measures complement the 
range of traditional indicators of efficacy of 
an oncology medicine and can reflect both 
positive and negative patient experiences.

 ►EMA News, 22 April 2016.

Ten years of EMA’s small and 
medium enterprise initiative
E u r o p e a n  U n i o n  – Ten years after the 
EMA’s small and medium enterprise 
(SME) regulation came into force, the 
Agency has published a report that 
highlights the importance of SMEs in 
pharmaceutical innovation and trends 
observed in the past ten years.

SME applications account for 
approximately 10–15% of all marketing 
authorization applications for new 
medicines. Of the medicines developed 
by SMEs and approved in the past ten 
years, more than half contained a new 
active substance, and 42% were for 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/03/news_detail_002499.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002510.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002515.jsp&mid=WC0b01ac058004d5c1
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orphan medicines. SMEs are increasingly 
making use of scientific advice during 
product development, including the 
parallel scientific advice with health-
technology-assessment bodies that deal 
with reimbursement decisions.

By the end of 2015, 1619 companies 
from across the EU were listed in a public 
register maintained by EMA to enable 
networking and increase transparency. 

 ►EMA News, 11 May 2016.

Access to advanced therapies
E u r o p e a n  U n i o n  – The EMA has 
published a report from a multi-
stakeholder expert meeting held in May 
2016 to explore possible ways to foster 
the development and authorization of 
advanced therapy medicinal products in 
Europe.

Advanced therapies comprise gene 
therapies, tissue-engineered products and 
somatic cell therapies. These medicines 
could open up new treatment options 
for a wide range of conditions, including 
some where conventional approaches are 
inadequate. However, since EU legislation 
on ATMPs entered into force in 2008, only 
five such products have been authorized. 
The meeting report summarizes the ideas 
and solutions proposed on the subject 
by a wide range of stakeholders. The 
proposals are under discussion by EMA, 
its committees and national regulatory 
authorities with a view to determine 
concrete actions over the next few 
months.

 ►EMA Press release, 3 June 2016. 

Access to investigational products

FDA	simplifies	request	process	for	
compassionate use products
U n i t e d  S t a t e s  o f  A m e r i c a  – The FDA 
has put into place a streamlined process 
for doctors to request expanded access, 
also called “compassionate use”, to 
investigational drugs and biologics for 
their patients. A simplified application form 
(Form FDA 3926) has been released, 
together with step-by-step instructions on 
how to complete it. In addition, the FDA 
has provided two guidance documents 
with explanations about expanded 
access and how to request it, and 
about how patients may be charged for 
investigational products.

 ►FDA News release, 2 June 2016. 

Information-sharing

Guide	to	key	EMA	information	on	
human medicines
E u r o p e a n  U n i o n  – The EMA has 
released a new guide (1) that describes 
the different types of information published 
by the Agency on human medicines during 
of their life span, from early development 
through initial evaluation, adoption of 
positive or negative opinions, to post-
authorization changes and safety reviews. 

Some best practice guidance for 
marketing authorization holders, 
applicants and third parties is provided in 
the guide to ensure accurate and timely 
communication. This is especially relevant 
for information which might be sensitive 
or which may generate significant public 
interest.

The guide includes an easy-reference 
annex with tables listing the document 
types produced by the Agency at different 
stages of a medicine’s life cycle, times 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002525.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/06/news_detail_002543.jsp&mid=WC0b01ac058004d5c1
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm504579.htm
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of publication and links to the relevant 
EMA web pages. An online version of this 
overview is also available (2).

 ►EMA News, 20 May 2016.
(1) Guide to information on human 
medicines evaluated by EMA. What 
the Agency publishes and when. 
EMA/515416/2015. 10 May 2016.
(2) EMA. What we publish on medicines and 
when [web page].

Post-marketing control

EMA adopts rules for public 
hearings on selected safety reviews
E u r o p e a n  U n i o n  – The EMA has 
adopted the final rules of procedure 
for public hearings to be held by its 
Pharmacovigilance Risk Assessment 
Committee (PRAC). The process and 
procedures will be tested in a dry run in 
July 2016. 

Public hearings are a new tool for EMA 
to listen to the views and experiences 
of citizens regarding the supervision of 
medicines. Their legal basis is Article 107j 
of Directive 2001/83/EC. 

Public hearings could take place as 
early as the fourth quarter of 2016, as 
soon as a relevant topic is identified. 
They will be held on a case-by-case 
basis in situations where the PRAC 
determines that the views of the public 
would bring added value to its review. 
They will complement existing channels 
of stakeholder engagement during the 
early stage of a safety review, enabling 
the PRAC to consider different risk 
minimization options in a wider public 
health context.

 ►EMA Press release, 15 April 2015.

FDA revises rule on reporting of 
veterinary antimicrobial sales
U n i t e d  S t a t e s  o f  A m e r i c a  – The FDA 
has finalized a revised rule on the annual 
reporting requirements of sales and 
distribution of all antimicrobials for use in 
animals intended for human consumption 
or food-producing animals. In addition to 
overall estimates of antimicrobials sales, 
companies are now required to provide 
estimates broken down by major food-
producing species (cattle, swine, chickens 
and turkeys) .

The new sales data will help the FDA to 
target its efforts to ensure judicious use of 
medically important antimicrobials.

 ►FDA News release, 10 May 2016.

Update on Japan’s data network on 
adverse drug reaction in children 
J a p a n  – The Ministry of Health, Labour 
and Welfare (MHLW) has provided 
an update on the “Children and 
Pharmaceuticals” Data Collecting Network 
Development Project in Japan. This 
project was conceived in 2012 to support 
safer use of medicines for children. A 
consolidated data collecting system has 
been put into place by the National Center 
for Child Health and Development, making 
use of networks such as the Japanese 
Association of Children’s Hospitals and 
related institutions. As of 29 February 
2016, approximately 140 000 adverse 
drug reaction reports have been received 
from four children’s hospitals and 
33 clinics. Ultimately, the system is to be 
implemented in 11 children’s hospitals and 
approximately 35 clinics. Further system 
development is under consideration.

 ► “Children and Pharmaceuticals” Data 
Collecting Network Development Project. 
Pharmaceuticals and Medical Devices 
Safety Information No. 331, March 2016:4-6.

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002532.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002532.jsp&mid=WC0b01ac058004d5c1#
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002532.jsp&mid=WC0b01ac058004d5c1#
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002532.jsp&mid=WC0b01ac058004d5c1#
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000169.jsp&mid=#section3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002512.jsp&mid=WC0b01ac058004d5c1
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm500149.htm
http://www.pmda.go.jp/files/000211141.pdf#page=4
http://www.pmda.go.jp/files/000211141.pdf#page=4
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Law enforcement

Operation Pangea IX highlights the 
dangers of buying medicines online
Ly o n ,  F r a n c e  – Regulatory authorities 
of 103 countries participated in the 
International Operation Pangea IX, which 
took place from 30 May to 7 June 2016 
as part of the Ninth Annual International 
Internet Week of Action. Coordinated 
by INTERPOL, Operation Pangea is an 
annual global cooperative effort aiming to 
combat the unlawful sale and distribution 
of illegal prescription medicines and 
medical devices on the Internet. This 
year’s operation was the largest of 
its kind so far. It led to the seizure of 
170 340 shipments containing a total of 
12.2 million potentially dangerous illicit 
medicines worth more than 53 million 
US$, as well as  the suspension of 4 932 
websites selling illicit pharmaceuticals. 

 ► INTERPOL News, 9 June 2016.

Rational medicines use

India	bans	over	300	fixed-dose	
combinations
I n d i a  – The Ministry of Health has banned 
344 fixed-dose combinations contained 
in 1 600 brands worth 37 billion Indian 
Rupees (approximately 550 million US$) 
following recommendations of an expert 
committee formed to examine their safety 
and efficacy. The banned FDCs include 
cough syrup solutions, analgesic and 
antibiotic combinations and others, many 
of which are sold over the counter. (1)

Concerns about unapproved fixed-
dose combinations in India have been 
supported by the findings published in 
a 2012 research report (2). The legal 
conundrum is that until 1988, FDCs were 
not considered as new drugs in India 
and therefore needed no approval. Even 
after 1988, manufacturing licences for 
thousands of FDC products were still 
issued legally by state controllers until 
2002, when prior approval of the FDC 
by the central drug controller became 
mandatory. While the state governments 
can prohibit manufacture of drugs only 
if these are found to be falsified or if the 
manufacturer has violated any rules, the 
Central Government can ban drugs for 
reasons of public health. (3)

Public health supporters have welcomed 
the move, while manufacturers feel that 
they are unjustly punished when they have 
not contravened any laws. Nine years 
earlier, a similar government attempt 
could not be executed as the order was 
challenged in the Madras High Court. 
Commentators doubt that the ban can be 
implemented effectively. (4)

 ► (1) The Gazette of India. No. 608, 10 March 
2016.
(2) McGettigan P et al. Use of Fixed Dose 
Combination (FDC) Drugs in India: Central 
Regulatory Approval and Sales of FDCs 
Containing Non-Steroidal Anti-Inflammatory 
Drugs (NSAIDs), Metformin, or Psychotropic 
Drugs. PLOS Medicine. Published online, 12 
May 2015. http://dx.doi.org/10.1371/journal.
pmed.1001826 
(3) Talwar P. Irrational FDCs in India. E-drug 
post, 29 Jan 2015.
(4) Dabade G. Healing fast, killing slowly. 
Deccan Herald, 27 March 2016.

http://www.interpol.int/News-and-media/News/2016/N2016-076
http://cdsco.nic.in/writereaddata/GSR705E.pdf
http://cdsco.nic.in/writereaddata/GSR705E.pdf
http://dx.doi.org/10.1371/journal.pmed.1001826
http://dx.doi.org/10.1371/journal.pmed.1001826
http://lists.healthnet.org/archive/html/e-drug/2015-01/msg00029.html
http://lists.healthnet.org/archive/html/e-drug/2015-01/msg00029.html
http://www.deccanherald.com/content/536920/healing-fast-killing-slowly.html


Regulatory news WHO Drug Information Vol. 30, No. 2, 2016

214 

Under discussion

E u r o p e a n  U n i o n  –  A European expert 
group has proposed further restrictions  of 
the use of the last-resort antibiotic colistin in 
animals. The updated advice was provided 
following the discovery of a new mechanism 
of resistance in bacteria to colistin with 
potential for rapid spread. The comment 
period ended on 26 June 2016. 

 ►EMA Press release, 26 May 2016.

E u r o p e a n  U n i o n  –  The EMA has started a 
review of the guidelines on the safety of first-
in-human clinical trials in cooperation with 
the European Commission and EU Member 
States. The review follows a tragic incident 
which occurred during a Phase I clinical trial 
in France in January 2016, leading to the 
death of one participant and hospitalization 
of five others. An agreed concept paper is 
expected by July 2016.

 ►EMA Press release, 27 May 2016. 

C a n a d a  –  The Government of Canada is 
moving forward with mandatory reporting 
of medicines shortages. Prequalified 
contractors have been invited to submit 
proposals to develop and maintain an 
independent website for reporting of 
shortages.

 ►Government of Canada. News release, 
19 May 2016 

A u s t r a l i a  –  The Advisory Committee on 
Medicines Scheduling met on 15 March 
2016 to consider the large number of 
submissions received on the proposed 
up-scheduling of all over-the-counter 
codeine products to become prescription-
only medicines. A TGA-commissioned 
independent review of low dose codeine-
containing products is also being considered. 
A final decision is expected after June 2016.

 ►TGA News, 24 March 2016.

U n i t e d  S t a t e s  o f  A m e r i c a  –  The FDA 
has issued draft guidance on evaluating 
the abuse deterrence of generic solid oral 
opioid products. This follows the agency’s 
final guidance for brand name opioids, which 
was issued in April 2015 as the first step to 
provide a framework for what studies were 
needed to evaluate a product’s ability to 
deter abuse. The period for public comment 
is 60 days.

 ►FDA News release, 22 March 2016. 

U n i t e d  S t a t e s  o f  A m e r i c a  –  The FDA has 
issued three new draft guidance texts related 
to compounding of human medicines, 
describing the Agency’s proposed policies 
and application of the prescription 
requirement in section 503A of the Food, 
Drug, and Cosmetic Act and the definition of 
the term “facility” in section 503B of the Act. 
The period for public comment is 90 days. 

 ►FDA Statement, 15 April 2016.

E u r o p e a n  U n i o n  –  The EMA has released 
a draft reflection paper that outlines a 
framework for the extrapolation of clinical 
trial data from adults to children to support 
the authorization of new medicines for 
children. The paper was published ahead of 
a workshop held on the topic with experts 
and stakeholders in May 2016. The next 
version of the reflection paper is expected to 
be released for public consultation by end of 
July 2016.

 ►EMA News, 4 April 2016. 

C a n a d a  –  Health Canada has announced 
a proposed regulatory amendment to allow 
access to diacetylmorphine in chronic 
relapsing opioid dependence under its 
Special Access Programme (SAP) . The 
period for public comment is 30 days.

 ►Government of Canada. News release, 
13 May 2016. 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002536.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002538.jsp&mid=WC0b01ac058004d5c1
http://news.gc.ca/web/article-en.do?nid=1068239&tp=1
http://news.gc.ca/web/article-en.do?nid=1068239&tp=1
https://www.tga.gov.au/media-release/update-proposal-re-scheduling-codeine-products
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm492237.htm
http://www.fda.gov/Drugs/DrugSafety/ucm493463.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002506.jsp&mid=WC0b01ac058004d5c1
http://news.gc.ca/web/article-en.do?nid=1065009&tp=1
http://news.gc.ca/web/article-en.do?nid=1065009&tp=1
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Approved

Obeticholic acid: for primary biliary 
cholangitis
Product name: Ocaliva®
Dosage form: Tablets
Class: Bile acid preparation;  

ATC code: A05AA04
Approval: FDA (fast-track and orphan drug 

designations; accelerated approval)
Use: Treatment of primary biliary cholangitis 

in combination with ursodeoxycholic acid 
(UDCA) in adults with an inadequate 
response to UDCA, or as a single therapy 
in adults unable to tolerate UDCA.

Benefits: Reduction in alkaline phosphatase 
(ALP) level as a surrogate endpoint to 
predict clinical benefit. A confirmatory trial 
is ongoing to demonstrate improvement 
in survival and slower progression to 
cirrhosis.
 ►FDA News release, 31 May 2016.

Defibrotide	sodium: for rare 
complication in stem cell transplants
Product name: Defitelio®
Dosage form: Injection for intravenous use
Class: Antithrombotic agent;  

ATC code: B01AX01
Approval: FDA (orphan drug designation, 

priority review)
Use: Treatment of adult and paediatric 

patients with hepatic veno-occlusive 
disease, also known as sinusoidal 
obstruction syndrome, with renal 
or pulmonary dysfunction following 
haematopoietic stem cell transplantation.

Benefits: First FDA-approved treatment for 
this rare, potentially fatal complication in 
patients who receive chemotherapy and 
haematopoietic stem cell transplantation.

Safety information: Risk of bleeding and 
allergic reactions. The product should 
not be used in patients with bleeding 
complications or those receiving systemic 
anticoagulant or fibrinolytic therapy.
 ►FDA News release, 30 March 2016.

Sofosbuvir/velpatasvir: for hepatitis C 
virus infection
Product name: Epclusa®
Dosage form: Film-coated tablets
Class: Fixed-dose combination of two 

direct-acting antivirals: an NS5B inhibitor 
(sofosbuvir, ATC code J05AX15) and a 
novel NS5A inhibitor (velpatasvir).

Approval: EMA recommendation
Use: Treatment of chronic hepatitis C virus 

infection in adults
Benefits: When used with or without 

ribavirin, very high efficacy against all 
HCV genotypes including in patients with 
decompensated cirrhosis.

Note: The EMA has also recommended 
another hepatitis C fixed-dose 
combination product, elbasvir and 
grazoprevir (Zepatier®) for approval. This 
product was approved by the U.S. FDA in 
January 2016.
 ►EMA Press release, 27 May 2016.

Pandemic	influenza	(H5N1)	vaccine	
(live attenuated)
Product name: Pandemic influenza vaccine 

H5N1 MedImmune
Dosage form: Nasal spray (suspension)
Class: Influenza vaccine; ATC code: J07BB03 
Approval: EMA recommendation
Use: Prophylaxis of influenza in an officially 

declared pandemic situation in children 
and adolescents from 12 months to 
less than 18 years of age. The vaccine 
should be used in accordance with official 
guidance.

Benefits: Ability to achieve an immune 
memory response for H5N1 starting as 
early as 4 weeks after vaccination and 
lasting for at least 4–5 years.
 ►EMA/CHMP Summary of opinion, 1 April 
2016.

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm503964.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm493225.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/05/news_detail_002537.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/003963/WC500203989.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/003963/WC500203989.pdf
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Approved

Venetoclax : for chronic lymphocytic 
leukaemia
Product name: Venclexta®
Dosage form: Tablet for oral use
Class: BCL-2 inhibitor; 

ATC code (temporary): L01XX52
Approval: FDA (breakthrough therapy 

designation, priority review, accelerated 
approval; orphan drug designation)

Use: Treatment of patients with chronic 
lymphocytic leukaemia (CLL) with a 17p 
deletion who have received at least one 
prior therapy.

Benefits: Additional treatment option 
targeting a protein which supports cancer 
cell growth and is often overexpressed in 
CLL patients.

Safety information: Serious complications 
can include pneumonia, neutropenia 
with fever, fever, autoimmune haemolytic 
anaemia, anaemia and metabolic 
abnormalities known as tumour lysis 
syndrome. Live attenuated vaccines 
should not be given to patients taking 
venetoclax.
 ►FDA News release, 11 April 2016.

Daclizumab : for relapsing multiple 
sclerosis
Product name: Zinbryta®
Dosage form: Solution for injection
Class: Humanised IgG1 monoclonal 

antibody, ATC code: L04AC01
Approval: EMA recommendation, FDA 
Use: Treatment of adult patients with 

relapsing forms of multiple sclerosis
Benefits: Ability to reduce the relapse rate 

as well as the risk of 24-week confirmed 
disability progression.

Safety information: The most common side 
effects include elevations of liver enzymes 
and hepatic injury, cutaneous events, 
infections, gastrointestinal disorders and 
depression.
 ►EMA/CHMP Summary of opinion, 28 April 
2016.
FDA News release, 27 May 2016.

Ixekizumab : for psoriasis
Product name: Taltz®
Dosage form: Injection
Class: Humanized monoclonal antibody 

binding to interleukin (IL)-17A; 
ATC code: L04AC13

Approval: FDA
Use: Treatment of psoriasis in patients who 

are candidates for systemic therapy, 
phototherapy or both.

Benefits: Inhibition of the inflammatory 
response that plays a role in the 
development of plaque psoriasis.

Safety information: Serious allergic reactions 
and development or worsening of 
inflammatory bowel disease have been 
reported.
 ►FDA News release, 22 March 2016.

Opicapone: for Parkinson’s disease
Product name: Ongentys®
Dosage form: Hard capsules
Class: Peripheral, selective and reversible 

COMT inhibitor
Approval: EMA recommendation
Use: Adjunctive therapy to preparations of 

levodopa/DOPA decarboxylase inhibitors 
(DDCIs) in adult patients with Parkinson’s 
disease and end-of-dose motor 
fluctuations who cannot be stabilized on 
those combinations.

Benefits: Ability to decrease off-time (time 
when patients are severely restricted by 
their symptoms) and to increase on-time 
without troublesome dyskinesia.
 ►EMA/CHMP Summary of opinion, 28 April 
2016.

Pimavanserin : for symptoms 
associated with Parkinson’s disease
Product name: Nuplazid®
Dosage form: Tablets
Class: Atypical antipsychotic drug;  

ATC code (temporary): N05AX17
Approval: FDA (breakthrough therapy, 

priority review)
Use: Treatment of hallucinations and 

delusions associated with psychosis 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm495253.htm
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/003862/WC500205450.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/003862/WC500205450.pdf
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm504000.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm491872.htm
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/002790/WC500205358.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/002790/WC500205358.pdf
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Approved

experienced by some people with 
Parkinson’s disease

Benefits: First FDA-approved medicine to 
treat these symptoms associated with 
Parkinson’s disease.

Safety information: As all medicines in 
this class, the product carries a Boxed 
Warning about an increased risk of 
death in older people with dementia-
related psychosis. No drug in this class is 
approved to treat patients with dementia-
related psychosis.
 ►FDA News release, 29 April 2016.

Buprenorphine implant: in opioid 
dependence
Product name: Probuphine®
Dosage form: Six-month implant
Class: Drug used in opioid dependence;  

ATC code: N07BC01  
Approval: FDA
Use: Treatment of opioid use disorder as part 

of a complete treatment programme that 
includes counselling and psychosocial 
support.

Benefits: Improved patient convenience 
compared with sublingual dosage forms

Safety information: The product must be 
prescribed and dispensed according 
to a Risk Evaluation and Mitigation 
Strategy programme because of the risks 
of surgical complications, accidental 
overdose, misuse and abuse if an implant 
comes out or protrudes from the skin.
 ►FDA News release, 26 May 2016.

Reslizumab : for severe asthma
Product name: Cinqair®
Dosage form: Intravenous infusion for use 

every 4 weeks in a clinical setting
Class: Humanized interleukin-5 antagonist 

monoclonal antibody; ATC code: R03DX08
Approval: FDA
Use: In combination with other asthma 

medicines, for the maintenance treatment 
of severe asthma not controlled with 
conventional medicines in patients aged 
18 years and older.

Benefits: Fewer asthma attacks, longer time 
to first attack and improved lung function 
compared with placebo

Safety information: Risk of serious 
hypersensitivity reactions.
 ►FDA News release, 23 March 2016.

Obiltoxaximab: for inhalational 
anthrax
Product name: Anthim®
Dosage form: Injection for intravenous use
Class: Monoclonal antibody
Approval: FDA 
Use: Treatment of inhalational anthrax in 

combination with appropriate antibacterial 
drugs.

Benefits: Neutralization of toxins produced 
by Bacillus anthracis; increased survival 
rates compared with placebo, and – when 
used in combination with antibacterials 
– higher survival rates than with 
antibacterial therapy alone. Anthrax is a 
potential bioterrorism threat.

Safety information: The product carries a 
Boxed Warning that the drug can cause 
hypersensitivity reactions including 
anaphylaxis.

Note: The product was approved under 
the FDA’s Animal Rule, which allows 
efficacy findings from adequate and well-
controlled animal studies to support FDA 
approval when it is not feasible or ethical 
to conduct efficacy trials in humans.
 ►FDA News release, 21 March 2016.

Atezolizumab: for bladder cancer
Product name: Tecentriq®
Dosage form: injection for intravenous use
Class: Programmed death-ligand 1 (PD-L1) 

inhibitor; first-in-class FDA-approved
Approval: FDA (breakthrough therapy, 

priority review, accelerated approval)
Use: Treatment of patients with locally 

advanced or metastatic urothelial 
carcinoma whose disease has worsened 
during or following platinum-containing 
chemotherapy, or within 12 months 
of receiving platinum-containing 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm498442.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm503719.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm491980.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm491470.htm
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chemo therapy either before or after 
surgical treatment.

Benefits: Additional treatment option for 
advanced or metastatic cases of this 
common type of bladder cancer.

Safety information: Potential to cause 
infection and severe immune-mediated 
side effects; potential to cause foetal 
harm.

Note: The FDA has also approved a 
diagnostic test to detect PD-L1 protein 
expression levels on patients’ tumour-
infiltrating immune cells, helping to 
determine which patients may benefit 
most from treatment with atezolizumab.
 ►FDA News release, 18 May 2016.

Migalastat : for Fabry disease
Product name: Galafold®
Dosage form: Hard capsules
Class: A pharmacological chaperone 

designed to selectively and reversibly 
bind to certain mutant forms of the a-Gal 
A enzyme, resulting in restored enzyme 
activity.

Approval: EMA recommendation (orphan 
designation)

Use: Treatment of patients over 16 years 
with Fabry disease (alpha-galactosidose 
A deficiency) with an amenable mutation. 

Benefits: More convenient treatment 
option for this rare genetic disorder than 
intravenous enzyme replacement therapy.
 ►EMA Press release, 1 April 2016.

New gene therapy for ADA-SCID
Product name: Strimvelis®
Dosage form: Dispersion for infusion
Class: Gene therapy manufactured from 

a patient’s own immature CD34+ 
bone marrow cells into which a normal 
adenosine deaminase enzyme gene has 
been inserted.

Approval: EMA recommendation (orphan 
designation)

Use: Treatment of patients with adenosine-
deaminase-deficient severe combined 
immunodeficiency (ADA-SCID), who 

have no matching donor for a stem cell 
transplant. 

Benefits: First authorized treatment for 
ADA-SCID in the EU. Other options 
include stem cell transplants, which can 
be successful if there is a close match 
between the patient and the donor, and 
compassionate use enzyme replacement 
therapy, which may become less effective 
over time.

Note: ADA-SCID is an ultra-rare immune 
disorder Children born with ADA-SCID 
have virtually no immunity to fight 
off everyday bacterial, fungal or viral 
infections.
 ►EMA Press release, 1 April 2016.

EMA Article 58 positive opinion

Chlorhexidine digluconate: to prevent 
umbilical infection in newborn infants;

Product name: Umbipro®
Dosage form: Antiseptic gel
Class: Antiseptic agent; ATC code: D08AC02 
Approval: EMA Article 58 procedure, 

providing a scientific opinion on the use of 
a medicine outside the EU.

Use: To cleanse the umbilical cord stump 
of newborn babies to prevent serious 
infection.

Benefits: Studies found a 20%–38% 
reduction in mortality in newborn infants 
delivered in community or primary care 
centres in resource-limited settings and 
a 24% to 75% reduction in umbilical cord 
infection where chlorhexidine was used.

Notes: WHO treatment guidelines 
recommend chlorhexidine for umbilical 
cord care for home births in regions with 
more than 30 deaths per 1 000 live births. 
It was identified by the United Nations 
as one of 13 life-saving commodities 
for women and children. The product 
was developed by the manufacturer 
in partnership with Save the Children 
in response to a call from the United 
Nations’ Commission on Life-Saving 
Commodities for Women and Children, 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm501762.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002502.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002504.jsp&mid=WC0b01ac058004d5c1
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which is a part of the Every Woman, 
Every Child (EWEC) movement.
 ►EMA Press release, 29 April 2016.
 ►Draft monographs enabling independent 
quality control testing of chlorhexidine 
digluconate solution and chlorhexidine 
digluconate topical solution have been 
proposed for inclusion in The International 
Pharmacopoeia. They are available for 
public comment at www.who.int/medicines/
areas/quality_safety/quality_assurance/
projects and will be reproduced in Issue 3 
(2016) of WHO Drug Information.

Biosimilars

Infliximab	
Class: Immunosuppressant; ATC code: 

L04AB02
Use: Treatment of rheumatoid arthritis, 

ulcerative colitis, Crohn’s disease, 
psoriatic arthritis, psoriasis and 
ankylosing spondylitis. 

Benefits: Biosimilars can provide access to 
important treatment options for patients 
who need them.

1.
Active substance: Infliximab
Product name: Flixabi®
Dosage form: Powder for concentrate for 

solution for infusion
Approval: EMA recommendation (biosimilar 

to Remicade®)
 ►EMA/CHMP Summary of opinion, 1 April 
2016.

2.
Active substance: Infliximab-dyyb
Product name: Inflectra®
Dosage form: Intravenous injection
Approval: FDA (biosimilar to, but not 

interchangeable with, Remicade®)
Notes: Inflectra® is the second biosimilar to 

be approved in the United States, after 
filgrastim-sndz (Zarzio®). Inflectra® was 
authorized in the EU in 2013.
 ►FDA News release, 5 April 2016.

Brand name change

Vortioxetine: brand name changed to 
avoid confusion;

Product name: Trintellix® (formerly: 
Brintellix®)

INN: Vortioxetine
Class: Antidepressant; serotonin reuptake 

inhibitor (SSRI); ATC code: N06AX26
Approval: FDA
Note: The brand name was changed to 

avoid confusion with ticagrelor (Brilinta®), 
an antithrombotic agent. Trintellix® is 
expected to be available from June 2016. 
No other changes will be made to the 
product information or packaging, and the 
medicine is exactly the same.
 ►FDA Drug safety communication, 2 May 
2016.

Extensions of indications

Crizotinib: for certain rare, advanced 
non-small cell lung cancers
Product name: Xalkori®
Approval: FDA (breakthrough therapy, 

priority review; orphan drug designation)
Newly approved use: Treatment of patients 

with advanced (metastatic) non-small 
cell lung cancer whose tumours have 
an ROS-1 gene alteration (first FDA-
approved medicine for this indication).
 ►FDA News release, 11 March 2016.

Obinutuzumab: for follicular 
lymphoma;

Product name: Gazyvaro®
Approval: EMA recommendation
Newly approved use: In combination with 

bendamustine, treatment of follicular 
lymphoma in patients previously treated 
with chemotherapy.
 ►EMA Press release, 29 April 2016.

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002524.jsp&mid=WC0b01ac058004d5c1
http://http://www.who.int/medicines/areas/quality_safety/quality_assurance/projects
http://http://www.who.int/medicines/areas/quality_safety/quality_assurance/projects
http://http://www.who.int/medicines/areas/quality_safety/quality_assurance/projects
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/004020/WC500203991.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion_-_Initial_authorisation/human/004020/WC500203991.pdf
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm494227.htm
http://www.fda.gov/Drugs/DrugSafety/ucm497942.htm
http://www.fda.gov/Drugs/DrugSafety/ucm497942.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm490329.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/04/news_detail_002522.jsp&mid=WC0b01ac058004d5c1
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Diagnostics

Investigational Zika test
U n i t e d  S t a t e s  o f  A m e r i c a  –  The FDA 
has announced the availability of an 
investigational test to screen donated 
blood in areas with active mosquito-borne 
transmission of Zika virus. This follows FDA 
guidance issued in February to reduce the 
risk of transfusion-transmitted Zika virus. 

The FDA, the Office of the Assistant 
Secretary for Preparedness and Response/
Biomedical Advanced Research and 
Development Authority and the Centers for 
Disease Control and Prevention are working 
to assist manufacturers with development 
of Zika virus screening tests to help protect 
the United States’ supply of blood and blood 
components during this outbreak.

 ►FDA News release, 30 March 2016.

Fluciclovine (18F): to detect prostate 
cancer recurrence
Product name: Axumin®
Dosage form: Injection
Class: Radioactive diagnostic agent
Approval: FDA
Use: For use in positron emission 

tomography (PET) imaging in men with 
suspected prostate cancer recurrence 
based on elevated prostate specific 
antigen (PSA) levels following prior 
treatment. Clinical correlation, which 
may include histopathological evaluation 
of the suspected recurrence site, is 
recommended.

Benefits: Accurate imaging approach for 
patients with suspected recurrent prostate 
cancer when the PSA is at low levels. 
 ►FDA News release, 27 May 2016.

Gallium	(68Ga)	dotatate : to detect rare 
neuroendocrine tumours;

Product name: Netspot®
Dosage form: Injection for intravenous use
Class: Diagnostic radiopharmaceutical
Approval: FDA (orphan drug designation; 

priority review)
Use: To help locate somatostatin receptor-

positive neuroendocrine tumours in adults 
and children. Findings may need to be 
confirmed by histopathology or other 
assessments.

Benefits: Useful method to locate 
neuroendocrine tumours, to inform 
planning of therapy.
 ►FDA News release, 1 June 2016.

Veterinary drug 

Pegbovigrastim: to reduce the 
incidence of mastitis;

U n i t e d  S t a t e s  o f  A m e r i c a ,  C a n a d a  –  The 
FDA and Health Canada have announced 
the simultaneous approval of pegbovigrastim 
injection (Imrestor®), an innovative 
veterinary drug that restores immune 
response and reduces and reduces the 
incidence of clinical mastitis of dairy cows 
and replacement dairy heifers. 

Clinical mastitis is the inflammation of 
the mammary gland and udder tissue. 
Mastitis is a common disease in dairy 
cattle. Pegbovigrastim is expected to 
reduce reliance on other drugs, including 
antimicrobials, to treat mastitis infections. 

Pegbovigrastim is the first simultaneously 
reviewed and approved animal drug for use 
in food-producing animals, and the fourth 
animal drug approved under the Canada–
United States Regulatory Cooperation 
Council (RCC).

 ►Government of Canada. News release, 
24 March 2016.
FDA Center for Veterinary Medicine (CVM) 
update, 29 March 2016. å

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm493081.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm503920.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm504488.htm
http://news.gc.ca/web/article-en.do?nid=1042099&tp=1
http://news.gc.ca/web/article-en.do?nid=1042099&tp=1
http://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm492751.htm
http://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm492751.htm

