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Highlights of 2016

A	very	Happy	New	Year	from	the	Essjay	Solutions	team,  
we	wish	all	our	loyal	readers	a	very	peaceful	and	prosperous	

2017!		The	team	took	a	break	in	December	and	are	now	back	 

to	take	a	look	at	some	of	the	most	interesting	developments	 

and	memorable	moments	from	the	last	year.	We	will	be	back	 

with	our	usual	packed	Newsletter	later	this	month..

We wish all our loyal  

readers a very peaceful 

and prosperous 2017!
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Updates from the EMA

Another	year	has	drawn	to	a	close	and	what	an	eventful	year	

it	has	been	for	the	regulators!	Both	the	EMA	and	MHRA	were	

involved	in	many	due	diligence	activities.	We	look	back	at	some	

of	those	key	initiatives.	There	were	some	exciting	developments	

within	the	EMA	as	it	continues	its	drive	towards	a	more	 

consumer	friendly	and	transparent	organisation.	In	March,	 

the	EMA	launched	PRIME	(PRIority	MEdicines),	the	new	scheme	 

to	expedite	review	of	drugs	that	address	an	unmet	medical	 

need.	Applications	for	cancer,	Alzheimer’s	disease	and	 

antimicrobial	drugs	will	also	benefit	from	this	scheme	as	there	 

are	few	treatment	options	for	these	diseases.	Statistics	from	the	

last	EMA	board	meeting	in	October	2016	announced	the	scheme	

a	success.		

In	June,	the	PSUR	Repository	went	live,	allowing	submission	 

of	the	PSUR	to	a	single	recipient	only,	rather	than	multiple	 

Competent	Authorities.	It	also	ensures	timely	assessment	of	 

the	PSUR	by	the	CAs	and	the	EMA	by	providing	the	all	relevant	 

documents	in	one	secure	area,	thus	streamlining	the	review	

process.

The	Medical	Literature	Monitoring	Service	was	launched	 

in	September	covering	300	chemical	active	substance	groups	 

and	100	herbal		active	substance	groups.	The	Agency	now	

performs	the	literature	monitoring	for	these	substances	rather	

than	the	MAHs.	However,	for	those	substances	not	on	the	list,	

the	MAHs	will	continue	to	review	and	report	any	adverse	drug	

reactions	to	the	Agency.	The	objective	of	the	MLM	is	to	increase	

efficiency	of	reporting	adverse	reactions	and	avoid	duplication	 

in	reporting	such	reactions,	as	well	as	supporting	signal	detection	

activities	for	national	Competent	Authorities.

The objective of the  

MLM is to increase  

efficiency of reporting 

adverse reactions
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Updates from the EMA (continued)

The	European	Medicines	Web	Portal	is	another	initiative	 
undertaken	in	2016.	In	October,	a	reflection	paper	was	drawn	 

up	by	the	EMA	on	the	objectives	of	this	portal	and	how	to	achieve	

them.		The	2010	pharmacovigilance	legislation,	which	came	into	

effect	in	2012,	gave	the	EMA	the	responsibility	of	launching	 

a	European	Medicines	web	portal	for	human	medicines	in	 

collaboration	with	the	EU	Member	States	and	the	European	 

Commission.	It	also	gave	the	Member	States	the	obligation	 

to	launch	similar	national	medicines	web	portals.	The	mandate	

for	the	Agency	and	CAs	was	to	provide	online	information	on	

medicines	to	the	EU	public,	as	a	major	part	of	their	role	in	 

protecting	public	health.		

This	web	portal	will	be	developed	in	stages,	with	an	initial	launch	

of	a	website	containing	a	limited	set	of	data	and	with	limited	

minimum	functionality.	Then,	through	incremental	releases,	 

the	portal	will	be	continuously	improved	over	time.	In	the	first	

phase	of	launch,	the	portal	will	use	structured	Article	57	data	 

and	provide	access	through	links	to	the	medicines	search	pages	

on	the	NCA	national	web	portals.	For	the	second	phase,	data	from	

the	Article	57	database	will	be	migrated	into	the	web	portal,	with	

an	optional	link	to	NCA	websites.	

In	October,	the	EMA	announced	that	the	Eudravigilance	System 

will	be	enhanced	to	support	new	functionalities	in	November	

2017.	The	enhancements	are	aimed:

• To	deliver	simplified	reporting,	better	quality	data	and	 

	 improved	searching,	enhanced	analysis	and	tracking	 

	 functionalities	as	well	as	extended	access	for marketing	 

	 authorisation holders

• To	make	all individual	case	safety	reports (ICSRs)	for	suspected		

	 adverse	reactions	that	occur	in	the	EEA	available	to	the	World		

	 Health	Organisation	(WHO)	Uppsala	Monitoring	Centre	(UMC)		

	 in	a	timely	manner

• Streamline	reporting	by	routing	ICSRs	to	the	Agency	rather			

	 than	individual	CAs.

The European Medicines 

web portal will provide 

online information on 

medicines to the EU public, 

as a major part of Agency’s 

role in protecting public 

health
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Updates from the MHRA

A	number	of	initiatives	and	campaigns	were	also	launched	 

by	the	MHRA.	Last	year	saw	a	record	number	of	fake	medicines	

seized	by	the	regulator	as	well	as	warnings	issued	on	the	 

purchase	of	counterfeit	medicines	online.	From	a	bumper	seizure 

of	22,000	fake	condoms	from	a	property	in	West	Yorkshire	to	large	

hauls	of	fake	Viagra	confiscated	across	the	UK	to	a	warning	about	

unlicensed	medicines	in	life	rafts,	it	has	been	a	very	busy	year	for	

the	MHRA.		

Tackling	the	problem	of	counterfeit	drugs	online	was	also	a	major	

area	of	concern	for	the	MHRA	in	2016.	Public	perception	of	the	

dangers	of	obtaining	drugs	via	the	internet	remains	uninformed,	

leading	to	an	uptick	of	counterfeit	medicines	being	purchased	 

in	this	way.	Last	summer	saw	an	increase	in	the	number	of	fake	

diet	pills	bought	online,	the	target	market	being	young	women	

on	a	mission	to	achieve	their	‘beach	bodies’.	As	part	of	their	 

‘Fakemeds’	campaign,	the	MHRA	issued	a	warning	about	the	 

dangers	of	fake	drugs	and	in	November,	launched	a	campaign	 

to	continue	to	raise	awareness	about	the	dangers	of	counterfeit	

drugs	available	online.	The	MHRA’s	festive	‘Fakemeds	advent	

calendar’	was	designed	to	deliver	the	message	of	the	importance	

of	buying	medicines	online	from	safe	and	verified	sources	in	an	

eye-catching	way.		

Last summer saw an 

increase in the number 

of fake diet pills bought 

online
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Updates from the MHRA (continued)

The	regulator	also	urged	pharmacists	to	join	the	campaign	by	

using	the	#Fakemeds	hashtag	and	promote	its	advent	calendar	

to	the	general	public.	The	MHRA	is	also	aiming	to	help	legitimate	

pharmacies	by	raising	awareness	of	the	distance-selling	logo	for	

online	pharmacies	and	how	to	report	counterfeits	via	its	hotline.

This	problem	also	extends	to	counterfeit	devices	being	readily	

sold	on	the	internet.	In	2016,	the	MHRA	seized	more	than	1,900	

non-compliant	dental	devices,	including	dental	hand	pieces,	 

dental	surgery	equipment	and	drill	bits.	These	sub-standard	 

devices	can	shatter	and	break	while	being	used	causing	damage	

to	the	mouth,	teeth	and	gums.

November	also	saw	the	launch	of	a	campaign to highlight  
the	importance	of	reporting	adverse	reactions	via	the	 
Yellow	Card	Scheme.	The	focus	for	consumers	was	how	reporting	

adverse	events	makes	medicines	safer	and	can	save	lives.	User	

friendly	animations	and	infographics	were	posted	on	the	Yellow	

Card	reporting	website	to	encourage	more	patients	to	report	 

side	effects.

The focus for consumers 

was how reporting adverse 

events makes medicines 

safer and can save lives
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Updates from the MHRA (continued)

The	MHRA	continued	its	due	diligence	activities	by	issuing	 

warnings	against	faulty	devices	in	2016.	Pharmaceutical	giant	

Roche	was	hit	by	several	reports	of	faulty	insulin	pumps.	In	June,	

their	Accu-check	Insight	pumps	were	found	to	give	faulty	 

messages	leading	to	the	risk	of	patients	developing	a	 

hypoglycaemic	event.	The	TRUEyou	diabetic	test	strips	by	Nipro	

Diagnostics	(UK)	Limited	were	also	found	to	be	faulty	in	the	same	

month.		Due	to	a	problem	in	the	packaging	process	of	these	test	

strips,	a	risk	of	incorrect	blood	glucose	results	was	detected.		

Roche	continued	to	be	plagued	by	complaints	about	the	 

Accu-check	Insight	pumps	in	August,	this	time	due	to	reports	 

of	leaky	cartridges.	If	the	pre-filled	cartridges	were	inserted	 

incorrectly	they	were	found	to	leak,	leading	to	an	incorrect	dose	

of	insulin	being	administered	to	patients.	This	could	lead	to	 

serious	health	consequences	such	as	diabetic	ketoacidosis	and	

even	death.

A	product	recall	was	issued	by	the	MHRA	in	September	for	Novo	

Nordisk’s	Glucagon	Hypokits.	The	drug	maker	discovered	faulty	

syringes	where	the	needles	detached	from	the	device,	rendering 

them	useless.	These	kits	are	used	for	emergency	treatment	of	

severe	hypoglycaemia	and	any	delay	in	treatment	could	have	

severe	health	consequences.

The	MHRA	advised	any	consumers	using	any	of	these	products	 

to	contact	the	manufacturer	for	further	information	or	their	 

pharmacy	for	a	replacement	product.	Any	side	effects	should	 

be	reported	via	the	Yellow	Card	Scheme.

The drug maker  

discovered faulty  

syringes where the  

needles detached  

from the device
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Regulatory News

The	pharmacovigilance	and	regulatory	scene	saw	many	 

interesting	developments	in	2016,	not	least	the	UK’s	vote	to	leave	

the	EU	back	in	June	(or	Brexit).	Advances	were	also	made	in	drug	

development	with	approval	of	the	new	HIV	drug	by	NHS	England	

as	well	as	further	progress	in	the	cure	for	Ebola	and	Zika	virus.		

Here	we	look	back	as	some	of	these,	and	other	interesting	news	

items	and	reflect	on	what	it	means	for	the	pharmaceutical	 

industry	in	the	future.

Advances were made  

in drug development with 

approval of the new HIV  

drug by NHS England
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Brexit

The	most	memorable	news	of	2016	had	to	be	Brexit.		 

After	months	of	thrilling	campaigning,	the	UK	voted	to	leave	 

the	European	Union	(EU)	in	the	referendum	held	on	23rd	June.	 

Before	the	vote,	the	pharmaceutical	industry	stressed	the	 

importance	of	remaining	in	the	EU	to	their	businesses	and	 

workforces.	Consequently,	the	pharma,	life	science	and	health-

care	sectors	strongly	supported	the	Remain	campaign.	Since	the	

vote	to	leave	the	EU,	there	is	still	almost	no	clarity	on	what	Brexit	

will	mean	for	the	industry,	or	even	the	UK	as	a	whole.	

One	major	regulatory	issue	is	that	the	EMA	is	likely	to	be	forced	

to	move	out	of	London	and	the	UK	will	no	longer	be	able	to	use	

it	as	its	main	regulatory	body.	The	MHRA	has	been	suggested	as	

a	potential	replacement	for	the	UK.	In	addition,	the	UK	could	also	

lose	its	position	as	the	EU’s	most	popular	location	for	Phase	I	 

trials.	Researchers	in	the	country	will	no	longer	be	eligible	to	 

apply	for	EU	grants	or	participate	in	EU-wide	projects.	

But	what	will	Brexit	mean	for	the	UK	dominance	in	the	PV	world?	

There	are	a	number	of	potential	impacts	and	concerns	 

including	the	loss	of	UK	PV	experts,	the	loss	of	business	for	UK	

service	providers	and	the	loss	of	jobs.	A	big	question	remains	

unanswered	-	can	the	EU	law	be	directly	transposed	into	UK	law?	

This	raises	issues	on	the	preparation	of	a	new	legislation.	Will	we	

have	to	completely	re-design	a	new	law?	Is	the	timeline	of	2	years	

too	short?

It	is	clear	that	there	are	a	number	of	questions	and	little	answers.	

This	is	likely	to	be	the	case	until	at	least	the	formal	process	of	

leaving	the	EU	begins	(by	activation	Article	50).	The	government	

is	hoping	that	this	will	happen	by	March	2017,	however	this	

might	be	seen	as	un	realistic	since	the	High	Court	has	ruled	that	

the	Brexit	process	can	only	start	after	a	vote	in	parliament.	

The MHRA has been  

suggested as a potential 

replacement for the UK
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Truvada - A Game Changer for HIV

It	is	estimated	about	2.5	million	people	are	infected	with	HIV	

every	year	and	with	no	vaccine	or	cure	for	AIDS,	prevention	 

is	the	prime	focus	in	the	battle	against	this	disease.	In	the	 

latter	half	of	2016,	Gilead’s	AIDS	prevention	pill,	Truvada	received	

approval	from	the	EMA.	Once-daily	Truvada	is	an	antiretroviral	

medicine	for	adults	at	a	high	risk	of	HIV-1	infection.	Using	Truvada	

as	a	pre-exposure	prophylaxis,	alongside	education	on	safer	sex	

practices	and	combination	therapies,	will	reduce	the	transmission	

rates	of	HIV	across	Europe.	Making	the	drug	available	has	been	

described	as	a	game	changer	for	HIV	treatment.	

In	November,	the	court	informed	the	NHS	that	it	should	pay	 

up	to	£20	million	for	the	drug	-	a	controversial	decision	as	the	

NHS	believed	it	will	not	be	able	to	provide	treatments	for	other	

diseases,	such	as	cystic	fibrosis.	The	once-daily	pill	has	an	NHS	list	

price	of	around	£355	a	month	but	this	is	said	to	still	be	cheaper	

than	the	cost	of	treating	HIV	infection.	In	a	battle	with	the	 

National	AIDS	Trust	(NAT),	NHS	England	argued	that	it	didn’t	have	

the	legal	power	to	fund	a	national	PrEP	service	and	that	it	was	the	

job	of	the	local	authorities	to	fund	the	fight	against	the	spread	of

infection	as	they	control	preventative	health.	However,	in	 

December	2016,	the	UK	Court	of	Appeal	ruled	that	NHS	England	

does	indeed	have	the	legal	power	to	fund	a	service	to	prevent	HIV	

infection	in	those	at	risk	though	Truvada.	As	a	result,	NHS	England	

will	now	formally	consider	the	funding	of	PrEP	treatment,	whilst	

asking	the	drug	manufacturers	to	reconsider	its	currently	proposed 

high	pricing	of	the	drug.	

In	the	meantime,	funding	decision	for	other	specialised	therapies	

are	now	on	hold	as	the	NHS	considers	its	position	going	forward.	

Novartis	have	expressed	their	concern	with	this	development	 

and	whilst	they	appreciate	NHS	England	has	to	make	difficult	 

decisions,	they	believe	there	is	a	chance	that	other	therapies	 

will	not	be	funded	even	though	the	cost	to	the	NHS	can	be	 

very	small.	The	Association	of	the	British	Pharmaceutical	Industry	

(ABPI)	have	said	that	 

“NHS	England	should	 

comprehensively	 

assess	the	value	of	a	 

medicine	to	patients,	 

through	a	clearly	laid	out	 

commissioning	and	decision	 

making	process”

Making the drug  

available has been  

described as a game  

changer for HIV  

treatment
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Distance Selling Pharmacies

The	increase	in	the	numbers	of	pharmacies	is	in	part	because	 

of	the	increase	in	applications	for	100-hour	and	more	recently,	

internet	or	distance	selling	pharmacies.	There	is	a	concern	that	

these	distance	selling	pharmacies	need	to	be	better	regulated	

-	are	they	actually	enhancing	patient	care	and	pharmaceutical	

services?	

The	application	process	for	a	distance	selling	pharmacy	requires	

applicants	to	agree	to	provide	the	full	range	of	essential	services	

during	opening	hours	across	the	whole	of	England	in	response	 

to	a	patient	request,	but	without	face	to	face	contact	and	at	 

no	cost	to	the	patient.	In	addition,	there	should	be	nothing	 

to	suggest	that	these	essential	services	are	only	for	particular	

geographical	areas	or	for	specific	categories	of	patients	 

(for	example,	those	in	care	homes).

However,	there	have	been	reports	of	an	online	pharmacy	that	 

not	only	sold	patient	data	to	a	third	party	but	subsequently	failed	 

to	dispense	patient	medicines	for	a	three-week	period	during	

Christmas	and	New	Year	2015-2016.	There	have	also	been	 

suggestions	that	a	number	of	distance	selling	pharmacies	made	

false	claims	on	their	applications	and	are	not	providing	a	national	

service,	providing	a	local	service	for	specific	categories	of	patients	

(for	example,	dispensing	monitored	dose	tray	systems	to	care	

homes)	thereby	directly	contravening	their	contracts.	 

Additionally,	a search	on	the	NHS	Choices	website	for	internet	

pharmacies reveals	169	internet	pharmacies,	5	of	which	had	no	

website	listed	and	36	of	which	had	websites	were	not	functioning	

or	were	“under	construction”.	Many	of	these	are	operating	 

without	the	EU	common	logo.	

It	seems	that	rather	than	enhancing	pharmaceutical	service	 

to	patients,	these	internet	pharmacies	are	looking	for	ways	to	

avoid	the	laws	that	govern	the	industry	and	only	provide	services	

to	a	specific	geographic	area,	thus	competing	with	physical	 

pharmacies.	Thus,	there	are	failings	in	the	system,	meaning	 

that	such	practices	to	go	under	the	radar	of	NHS	England	and	

pharmacy	regulators.	

There is a concern that  

these distance selling  

pharmacies need to be  

better regulated
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Software on Smartphones

The	MHRA	issued	updated	guidance	that	aims	to	identify	 

a	healthcare	app	that	fulfils	medical	device	regulations,	 

confirming	its	safety.	Users	are	able	to	check	if	their	health	app	 

is	a	medical	device,	and	what	to	look	for	to	make	sure	the	app	 

is	safe	and	works.	The	guidance	is	useful	for	software	developers	

who	create	such	apps.

With	the	increasing	use	of	technology,	both	healthcare	 

professionals	and	patients	have	become	dependent	on	the	 

use	of	healthcare	apps.	These	apps	aim	to	provide	a	diagnosis	

or	suggest	a	treatment	by	collecting	and	analysing	patient	data,	

such	as	heartbeat	or	blood	pressure.	It	is	therefore	important	 

that	these	apps	meet	regulations	as	they	are	categorised	as	

medical	devices.	If	the	app	is	not	working	as	expected,	incorrect	

information	can	be	given	to	patients	resulting	in	serious	 

consequences.	

Users are able to check  

if their health app is  

a medical device
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First Ebola Vaccine?

The	Ebola	epidemic	in	West	Africa	broke	out	in	Guinea	in	March	

2014,	spreading	rapidly	to	Liberia	and	Sierra	Leone.	In	total,	the	

virus	spread	to	9	countries	resulting	in	27,000	confirmed	cases	

and	11,000	deaths.	The	Ebola	virus	poses	a	threat	to	citizens	in	

West	Africa,	medical	staff	and	warfighters	deployed	to	the	region.	

The	Defense	Threat	Reduction	Agency’s	Joint	Science	and	 

Technology	Office	(DTRA	JSTO)	initiated	basic	research	for	the	first	

Ebola	vaccine,	V920.	The	vaccine	began	a	clinical	development	

programme	and	research	to	evaluate	V920	is	ongoing.	Data	from	

a	study	in	2015	shows	100%	efficacy	following	vaccination	with	

a	single	dose	of	V920.	The	study	also	reported	that	all	vaccinated	

individuals	appeared	to	be	protected	against	the	Ebola	virus	

within	6-10	days	of	vaccination.	

The	FDA	granted	the	vaccine	breakthrough	therapy	designation	

that	has	accelerated	the	development	and	review	of	the	 

vaccine.	Additionally,	the	EMA	provided	the	vaccine	PRIME	status	

to	enhance	support	for	the	development	of	medicines	that	target	

an	unmet	medical	need.	PRIME	is	intended	to	speed	up	processes	

so	that	medicines	can	reach	patients	quicker.	Together,	both	of	

these	inputs	are	crucial	in	the	licensing	of	the	world’s	first	vaccine	

for	Ebola.	

PRIME is intended  

to speed up processes  

so that medicines can  

reach patients quicker
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Antimicrobial Resistance

Over	the	year,	there	has	been	a	steady	increase	of	microbes	 

resistance	to	antimicrobial	treatments,	leading	to	a	growing	global	

public	health	concern.	This	resistance	is	threatening	the	effective	

treatment	of	infectious	diseases	and	combating	this	threat	is	 

a	major	concern	for	the	EMA	and	the	European	Medicines	 

Regulatory	Network.

Infections	by	multidrug-resistant	bacteria	are	estimated	to	cause	

25,000	deaths	in	the	EU	every	year.	This	places	a	huge	burden	on	

healthcare	systems	and	society.	Development	of	resistance	is	a	

natural	phenomenon	and	occurs	when	microorganisms	replicate	

themselves	incorrectly	or	when	resistant	traits	are	exchanged	

between	them.	However,	the	over	use	and	misuse	of	antimicrobials	

can	and	does	accelerate	resistance.	The	lack	of	new	types	of	 

antibiotics	exacerbates	this	problem.	

In	April	2016,	The	EU	and	USA	established	a	Transatlantic	Task	Force	

on	Antimicrobial	Resistance	(TATFAR)	to	combat	antimicrobial	

resistance,	aiming	to	increase	levels	of	communication,	 

coordination	and	cooperation	between	the	EU	and	the	USA	 

on	human	and	veterinary	antimicrobials,	thus	forge	ahead	in	 

developing	new	methods	to	fight	against	this	problem.	

In	July	2016,	the	EMA	started	a	review	of	medicines	containing	

the	antibiotic	vancomycin	as	part	of	its	strategy	to	update	product	

information	of	older	antibacterial	agents.	The	purpose	of	this	was	

to	ensure	correct	use	of	such	antibiotics	and	to	also	ensure	that	

effective	and	safe	antibiotics	remain	available	to	EU	patients.	

By	September	2016,	it	was	clear	that	antimicrobial	resistance	 

is	a	global	fight.	The	EMA,	FDA	and	PMDA	discussed	the	strategy	 

of	developing	an	antibiotic	to	fight	antimicrobial	resistance	at	 

a	meeting	hosted	by	the	EMA.	Strategies	included:

• Conducting	clinical	trials	in	a	smaller	patient	population	than		

	 usually	acceptable	

• A	robust	analysis	of	the	pharmacokinetic-pharmacodynamic			

	 relationship	to	select	the	appropriate	dosing	regimen	for	the		

	 drugs	to	be	used	in	clinical	trials	

• Develop	clinical	trial	networks	for	the	evaluation	of	new	 

	 antimicrobial	agents	

Further	discussions	by	the	agencies	will	take	place	in	Spring	 

2017	when	the	focus	will	be	on	studies	conducted	in	the	post	 

authorisation	phase	of	a	drug.	

By September 2016,  

it was clear that  

antimicrobial resistance  

is a global fight
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Zika Virus

During	February	2016,	the	EMA	set	up	a	Zika	Virus	task	force	in	 

a	bid	to	aid	global	efforts	to	respond	to	the	emerging	epidemic.	

The	task	force	consisted	of	European	experts	with	specialized	

knowledge	of	vaccines,	infectious	disease	and	other	relevant	

expertise.	The	group	was	set	up	to	be	able	to	give	advice	on	any	

scientific	and	regulatory	matters	for	the	research	and	development	

of	medicines	or	vaccines	to	protect	against	the	virus.	The	creation	

of	this	task	force	was	prompted	by	the	declaration	from	the	WHO,	

that	the	Zika	virus	outbreak	is	now	a	public	health	emergency	of	

international	concern.	

Promising	results	were	shown	later	in	November	2016,	where	the	

FDA	developed	a	mouse	model	to	help	improve	the	understanding	

of	the	pathology	of	the	virus.	The	recent	outbreak	of	the	Zika	virus	

has	led	to	increased	incidences	of	neurological	disorders,	complex	

congenital	syndromes	like	microencephaly	in	babies	and	 

Guillain-Barre	Syndrome	in	adults,	creating	an	urgent	need	 

to	study	animal	models	to	better	understand	the	pathology.

the FDA developed  

a mouse model to  

help improve the  

understanding of  

the pathology of  

the virus
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Essjay Solutions Webinars and Training

It’s	been	a	bumper	year	for	training	and	development	at	Essjay	 

Solutions	with	Managing	Director	Dr	Seema	Jaitly	holding	 

a	number	of	informative	webinars	on	several	topics	around	 

pharmacovigilance.	Medication	Errors,	Latest	changes	to	the	GVP	

Modules,	the	Importance	of	the	Quality	Management	System	and	

Types	of	Pharmacoepidemiological	studies	were	just	some	of	the	

topics	covered	during	the	webinars.	These	sessions	are	designed	to	

give	an	overview	of	the	subject	and	the	opportunity	to	ask	Dr	Jaitly	

questions	at	the	end.	The	recorded	webinars	are	posted	online	and	

made	available	after	the	webinar.

If	you	have	any	questions	for	Dr	Jaitly,	please	feel	free	to	contact	

her	at	seemajaitly@essjaysolutions.co.uk.

Dr	Jaitly	also	held	several	instructor	lead	training	sessions	over	 

the	last	year,	namely	at	the	DSRU,	the	Iranian	Health	Authority	 

in	Tehran	and	at	the	DIA	in	India	(Management	Forum).	Dr	Jaitly	

has	also	provided	external	company	training	on	the	preparation	 

of	PBRERs	and	DSURs	to	various	clients.

The	most	recent	UK	Pharmacovigilance	Day	held	in	London	 

on	18	November	was	chaired	by	Dr	Jaitly.	Guest	speakers	were	

invited	from	the	NHS	and	Pharmaceutical	industry	to	discuss	 

the	hot	topics	current	in	the	pharmacovigilance	industry	today.		 

The	impact	of	Brexit	on	the	EU	QPPV	was	one	of	the	topics	 

presented	by	Miranda	Dollen	from	the	Mapi	Group.	 

Other	sessions	included	‘Promoting	Data	Collection	Scope	in	

Pharmacovigilance’	to	‘Risk	Management	Life	Cycle	Approach’.

The recorded webinars  

are posted online and  

made available after  

the webinar
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Upcoming Training - Webinar Causality Assessment

Date:	Tuesday	24	January	2017,	11:00	am	-	11:30	am	GMT.	

This	webinar	highlights	the	algorithms	available	when	assigning	 

a	causality	assessment,	with	the	view	to	obtaining	consistency	 

in	decision	making	for	cases	and	for	safety	issues.

To	register	for	our	free	webinars	please	visit:		 

http://www.essjaysolutions.co.uk/news/

This webinar highlights  

the algorithms available 

when assigning a causality 

assessment


