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B ack gr o und : The a ddi ti on al mo ni to ri ng ( A M)/b la ck t ri an gle co ncept i s a im ed to

e nhance A DR re por ting for cer tain t ype s o f me dic inal pr odu cts fo r wh ich the safet y

pr ofi l e i s le ss w el l e sta bl is hed.

P ur po se : The object iv e of t his surv ey was to asses s ( a) at titu des to war ds A D R

r epo rt ing and reaso ns fo r no t r epo rt ing an ADR a nd ( b) a ware ness of AM am ong

H C P s , pa ti en t s o r th ei r c a re er s i n EU co u n tr ie s .

M et ho ds : An on line qu est io nnair e w hich was a vail ab le in al l EU langu age s was co m-

pl et ed b y 2918 r esp onde rs c oming f rom all EEA coun tr ie s.

Re s ul ts : Th e ma in f act or s m ot iv at ing to re por t a n A DR we re se ver it y or no vel ty o f

t h e r ea c ti on o r no v el ty of t h e m edi c i n e. Th e ma i n f ac tor s for n ot re p or ti n g an A D R

was th e f act th at t he A DR is al re ad y known (35%), the A DR was no t s eriou s (18%) or

r epo rt er was no t sur e if t he ADR was r el at ed t o t he m edicine ( 15%). H al f of the

r esp onde nts i ndicate d that t hey have s een AM st atem ent befo re . Thir ty p erce nt o f

t he re spo nder s had c orr ect u nder st and ing o f the AM co ncep t whil e 20 % misun der -

s too d th e co ncep t.

C o ncl us i on : U nder re por ting o ccur s bu t i t see ms t his is be cau se o f r epo rte r's

pr i ori t isa t io n to wa rd s cer ta i n ty pe o f ADRs. AM ai ms to inc rea se rep or ti ng fo r ce rt ai n

m edicines, ho we ver , app roximate ly hal f of re spon der s have s een t he A M symb ol

be for e and 2 0% of all res pond ers ( in depe nden t of t heir p rev io us a ware ness ) m is un-

de rs too d t he co ncep t.
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1 | I N T R O D U C T I O N

The EU s ys te m of phar m acovi gil ance w a s si gni fi c antl y s tr e ng t he n ed

i n 2012 wi th the i ntroducti on of new leg islati on del iv ering new pro-

ce ss es , re sponsi bil it ie s and t ool s. Advers e drug r ea ct i on ( ADR)

reporting is an es se ntial part of t he survei lla nce after introducing new

medicines t o the market. Underre port ing is well r ecog nised and is

reported to be as hig h as 94%. Increa si ng ADR r eporting aims to

i mprove detection of new s afety i ssues. Various l eg is lative changes

have been int r oduce d t o incr eas e AD R r epor ti ng. One of the se

change s was the additional moni toring (AM) system, which wa s i ntro-

duced by the 2010 pharmacov ig il ance le gi sl ation to enhance AD R

reporting for certain types of m edicinal products for which the safet y

profile i s less wel l e st abl ished and by so doing, t o i ncre ase detection

of safety issues. Figure 1 shows which m edicinal pr oducts fal l under

the m andatory scope of AM. Si nce April 2013 ev ery m edi ci ne s ubje ct

t o A M m us t di spl a y an i n ve rt e d bl a c k t r ia n g le a nd a c c o m pa ny in g

statement i n product i nforma ti on, as s hown in Figure 2.

Si nce 2013 vari ous activi t ies have been undertaken by nati onal

compet ent authoriti es (NCA) and by the European Medicines Agency

(EMA) t o increa se t he awarenes s of a dditional m onitoring. NC As'

web-si te s, publ ications a nd Health Care Profe ss ional ( HCP) confer-

ences were t he most frequent activities.

Our s tudy ai me d t o better unde rs t and patie nts' and he althcare

professional s' a warenes s of ADRs reporting in gene ral and in particu-

l ar their unders tanding of t he A M concept and reporting of A DRs for

medicinal products under AM. While there are many s tudies invest i-

gating the patte rns i n ADR reporting (or underreporting) overal l, much

l ess is k nown about the impa ct of AM. Ther e for e our s ur vey w as

among t he fi rst i nv es tiga ti ons into HCPs' and patients' unders tanding

of the AM concept. This research was m andate d by t he

Pha rmacovi gi lance R is k Ass es sm ent Committee (PR AC) im pact strat-

e gy gr o u p and was conducted to support the EMA a nd NCA contri -

bution f or the European Commission ( EC) r eport on t he experi ence

with the list of products subj ect t o additi onal monitoring .

2 | D A T A A N D M E T H O D S

In September 2017, EMA conducted an online surve y of patients' and

HCPs understanding of ADR reporting a nd t he AM concept. Prior t o

it s r elease it wa s user-te st ed inte rna lly by 34 EMA s taff member s ( half

were w ithout m edi ca l tr ai ning). The surve y was the n tr ans lated i nto

all off icial European Union (EU) l anguages and published on t he EMA's

website ( host ed on the EU survey tool https ://ec. europa.eu/

eusur ve y/ h o me /a bo u t ) . Th e P a ti ent s a nd Co n sum er s Wor ki n g Pa r t y

and HCP Working Group of the Committee of Medici nal P roducts for

Human Us e (CHMP) and EMA hel ped to des ign and di ss eminate this

sur ve y t hr o u gh th e ir n et wo r ks . An el ec t r on i c link to t h e sur ve y was

shar ed via em ail ing li st s , pat ie nts ' organi sa ti ons s ocial m edia pl atforms

and t hei r we bsi t es . The surve y was ai m ed at HCP s, patie nt s or t he ir

ca re rs but was al so accessible to the genera l popula tion. It was open

F IGURE 1 Ma ndat or y scope of

additi onal monitoring

F IGURE 2 Bl ack triang le sy mbol and

st atement included in the summary of

product character istic (top) and pack age

leaflet (bottom) of products under

additional monitoring

Key Points

• P an European survey investigated attitudes and aware-

ness of adverse drug r eaction ( ADR) reporting and addi-

tional monitori ng (AM).

• R ep o r t er s we r e m os t li kel y t o re p or t s AD Rs t h a t we re

f ata l, s er io u s , n ov el or w er e as so c i ate d wi th a n ew me d i-

cine, and not r eport t he ADRs tha t are already known,

not s er ious, or if r eporter was not s ure if the ADR wa s

rel ate d t o t he me dicine .

• A w a r enes s of AM va ri es be tw ee n d i f f er en t r e spo n d en t

groups, t he greatest being among pharma cists, a nd one i n

five respondents misunderstood the conce pt of AM.

• Continued awareness campaigns on ADR reporting and

AM, especiall y ta rgeting health care profes si onals, are

needed.

2 J A N U SK I EN E .E T A L
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for r esponses for fi ve w eek s from Se pte mbe r 4, 2017 until O ctobe r

9, 2017.

The s urvey ( section 1 in the s uppl ementary ma terial ) had three

se ctions. A socio-demographic part where data a bout country , g ender,

age and type of responder were col lect ed. R es ponders were asked t o

choose the r ole i n w hi ch they pr efer to re spond. Re sponder categ o-

ries incl uded nurse , physician, pha rm acis t or other HCPs (categ ories

clas si fi ed as HCPs i n the re sul ts ) or patie nt /carer or member of the

publ ic ( categories cl assified as non-HCPs in the resul ts ). HCPs were

spe c if ica l ly a s ked wh er e t h e y w er e p ra c t i c in g ( wi t h an a im to es t a b lis h

whet her t hey see patients and prescri be medicines on a regul ar basis)

and non-HCP s wer e s pecifica lly ask ed how many diff er ent medicines

they had t aken l ast month. The second s ection included questions on

actua l ADR r eporti ng a nd attitudes to ADR r eporting. The thir d

se ction w as related to AM concept s starting wi th awarenes s of AM,

underst anding of AM and actual r eporting behaviour f or AM products,

and speci fically w het her r epo r ting wa s a ff ect e d by t he bla ck triangle/

AM s ta tus .

The s ur vey consi st ed of ei ght m ultipl e choice questions and t wo

open-ended questions to identify re asons for not r eporti ng ADRs a nd

me asur ing of AM unders tanding (t his allowed up t o 200 characte rs).

2 . 1 A n a ly s i s o f r e s p o n s e s|

Re sponses t o open-ended quest ion on AM understanding ( I n y our“

opinion, what does the bla ck triangl e and t he accompanying state-

me nt mean? ) we re t r a nsl at ed t o Eng lish (i f ne eded) a nd assessed by”

two independent eval uators. In ca se of disagreement between t he

two evaluators, the open question r es ponse wa s sent to the t hird

ev aluat or . T he i ncidence of such di sag r eem ent w as ve ry low ( <1% ). All

responses wer e cla ss ified i nto f ive ca tegories of understanding , see

Table 1 be low . Thes e f iv e categ ori es were cre ate d by analy si ng the

sam ple of 100 re spons es .

The s tructure d responses were descri bed usi ng counts and f re -

quencies and compared using non-parametric t es ts for independent

grouped categorical data (chi-s quare tests and P-va lue) . MS Excel

sof t war e wa s us ed.

3 | R E S U L T S

In total 2918 responses we re r ece ive d, 2862 of the m be ing from EEA

countrie s (median: 40 pe r country , ra ng e: 4-569) and 56 f rom non-

EEA countries. The largest num ber of r es pons es was r eceived f rom

Portugal, Germany and I ta ly l ik ely due to more active promotional

activi tie s by patie nts' org anisatio ns in these countri es. Ove rall , 1385

(47%) re spondents ide nti fi ed t hemse lv es as non-HCP s ( 1138 (39%) a s

patients or carers and 247 (8%) as me mbers of the publi c), and 1533

(53%) re spondents were HCPs ( 365(13% ) phy si cians, 848 (29%) phar-

ma ci sts, 212 (7%) ot he r HCPs and 108 (4%) nurses). T he m e di an a ge

of non-HCPs w as 45 ye ars (range 16-81) and f or HCPs 40 y ears

(range 18-82). Sixty si x per centage of al l re sponders to the survey

identifi ed themselves as female s, 30% as male s and 4% did not

r es po n d t o th i s q u est i o n .

Most of the r esponde r s ( 76%, n = 2230) indi cate d t ha t t hey have

obse rv ed in the ir pati ents ( 85%, N = 1297 for HCP s) or expe ri enced

the msel ve s (67%, n = 933 for non-HCPs) at least 1 ADR during t heir

li fe ti m e. R es pons es var i ed gr ea tl y de pe nding on r es ponde r 's qua lif i ca -

tion (only 7% of physici ans ne ve r o b se rv ed an ADR, whil e in m em b er s

of the public a nd patient groups this proportion was 49% a nd 29%,

r es pe c t ive ly ) ( F ig u re 3 ) .

T he 2230 re sponders that had obse r ved or expe ri enced an ADR,

we re ask ed, how many t i me s the y reported an ADR. 76% of HCPs

and 73% non-HCPs indicated t ha t t hey r eported at l east once

(n = 1668 i n total ). Fi gure 4 shows t he proportion of re sponders w ho

reported an ADR at l east once, when t he number of obser ved/experi-

enced ADRs wa s 1 or more. This suggest s underr eporting of ADRs

varied by responder t ype and ranged between at lea st 19% and 42%.

Among ADR re port ers (n = 1668), 14% (n = 227) reported an

ADR f or a pr oduc t i d ent if ie d w it h a bl ac k tr i an gle (t h is qu e st i on was

popul ated only i f t he responder did not s el ect none in t he question“ ”

on how m any ADRs t he y had ev er reported). Those who r esponded

posi ti ve ly to thi s question ( n = 227) we re asked i f the black t riang le

inf lu en c e d the ir de c is ion to r epo r t t h e ADR. Thi r ty s ev en pe r ce n ta ge

of this group i ndicated that t he black t riang le w as an i nf lue ncing

fa ct or .

T he m ain r eas ons to for not re port i ng an ADR w ere i nves t ig ate d.

The r esults are s hown in Figure 5 bel ow. Our results indicate that the

ma in reasons for lack of ADR r eporti ng is the f act t hat t he ADR is

already known (35%), the ADR is not serious (18%) or t he re port er is

not sure i f t he ADR w as rela te d t o t he medicine (15%). Six Hundred

and t hirty ei ght r esponders indica te d that t hey r eported al l reactions

t ha t t he y h ave o b se rv ed/ expe ri en c e d .

T he question on r easons for not reporting a n ADR was a mul t iple

c h oic e one wi t h an ope n fi el d t o be f il le d i n i f t h e r es p onde r s ele c ts

“ ”other . A t otal of 95 HCPs and 74 non-HCP s s pecified other reasons

for not reporting. Among HCPs, t im e const raints (n = 30), t echnical

p ro b l em s ( n = 1 6 ) w er e m os t c om m o n r es p on s es , wh i le a m o n g no n -

TABLE 1 Cl assifica ti on of the responses to the open fiel d

q u es ti o n on AM un d e rs t a n di n g

Cl assificati on Crit eria

Cor re c t

und erstand i ng

An swer s men tioning A Rs r epor ting, n ovelty of

t he dru g

Insufficient

info rmation

Dots, c om mas, symbols, un tran slat able

abb reviatio ns and also s imply th e ph r a se

“ ”additio nal mon ito ring

Misund erstand i ng Elemen ts t hat are clearly not a definition of the

black t riang l e, f or example, a mo re toxic“

d r u g , dr u g wi t h no c l i n i c a l t r i a l d a t a o r” “ ”

ot her

No u nderstanding I d o no t know or similar“ ”

Not respon ded Field left b l an k

J A N U SKI EN E .E T A L 3
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HCP s the m os t f requent re sponse (n = 44) was unsupportive physi-

ci an (phys ici an who did not bel ie ve the patie nt w hen tol d about an

ADR or r efused to report it). Si x r es ponses st ated that they did not

k now tha t they can r eport ADRs and six r eporte d t ha t t hey e xpected

HCP s to re port the ir ADR s .

The r es ponde nts ' a tt itude s we r e t hen inve st iga t ed wit h t he ques-

ti on How l ikely are you t o r eport the fol lowi ng ty pes of reactions“ ”

w it h a ma tr i x t a b le li st i ng va r i o us t yp es of AD R s . A s p r es ent ed i n

Figure 6, the m ain f actors motivating to report an ADR were s ev er ity

or novelty of t he reacti on or novelty of the me dicine . Fifty seven per-

centag e of HCPs woul d probably or definite ly report any ADR; t his

pe rce ntag e was ove r 70% f or vaccines a nd biological products.

A total of 88% indicated that t hey w oul d defi nitel y or probably

r epor t an ADR f or a m edi cine i dent if ie d w it h a black t r iang le w hi ch

m ir r o r s the an sw er s t o t h e q u es t ion on ne w me d ic in e s ( a l so 8 8 %) .

Serious r eactions (l eading to hospitalisation or fa ta l outcomes ) w er e

over all t he most li ke ly to be reported (93% and 95%, r es pectiv el y) .

Re p o rt i ng a tt i tu d es we re di f fe r en t a mo n g di ff er en t r es po n d e nt

type s ( < . 001). P hysi cia ns and pharmaci sts are l ess li kel y t hanP

patients and members of the public t o r eport any ADR but more“ ”

likely to repor t f a t a l and s er ious AD R s (over 97% and 93%,

re spectively) and for new medicines and those with a bla ck triangl e

(93% and 90% , r e specti vel y).

With reg ards t o t he AM symbol (black tr i angle ), 51% of the 2918

re sponders indicated that they had seen the bl ack triangl e and the

ac c om p anyi n g s t at em ent bef o re . Aw are n es s v ar ie d be t wee n d if fe re n t

re spondents, the lowest w as among patients (30% reported that they

ha d seen it before) a nd t he highes t among pharmacists (83%).

Regarding t he underst anding of the m essage accompa nying the

bl ack t ri angl e, i n total, 36% (1050 of 2918 re sponders) of r e sponse s

showed an understanding cla ssified as corr ect, w hil e 20% (583) of the

re sponse s w er e clas s if ie d as m is unde r st anding , 9% of r epli es s howed

no underst anding, 10% of responses had insufficient inform ation for

pr oper cl assi fi cati on, and 25% did not re sponded t o t his que st ion ( se e

Fi gure 7 for more details). After excl uding 56 responses fr om non-EU

countries, t he results r em ained unchanged. Twenty perce nt of non-

EU re sponders misunderst ood the A M concept and 36% had a correct

unders tanding.

As s hown in Fi gur e 7, t he le ve l of understanding was diffe rent

among different ty pes of responders, being greatest among pharm a-

ci sts ( 45%), physi cia ns ( 35% ), and other HCPs (35%) and lowe st

among patients ( 29%), general public (30%) and nurse s ( 27%). The

F IGURE 3 Numbe r of ADRs

obs er ve d/e xper ie nced by v ari ous

ty pe s of r esponders (n = 2918)

F IGURE 4 Number s of ( %) responde rs

who re port e d an ADR at lea st once, whe n

the num ber of obser ved/experienced

ADRs was 1 or more (n = 2230)

4 J A N U SK I EN E .E T A L
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level of underst anding al so vari ed greatly depending on pr evious

awareness of t he black t ri angl e: 48% of a ll r es ponders who had s ee n

black tri angle bef ore , had corre ct unders tanding, compared t o 24% of

t ho s e wh o h a v e not s ee n i t bef o re .

Among responses cla ssified as mi sunderstanding , the most“ ”

preval ent t hemes were per ceived sa fe ty concer ns (eg, drug is tox ic ,“ ”

“ ”dr ug ca us es more si de effects t han other dr ugs ), lack of s afet y data

( eg, t ri a l drug , d r u g m a r ke te d wi t h out cli n ic a l t r ia l , un k now n s a f et y“ ” “ ” “

profil e ) and a combination of other them es ( narrow therapeutic” “

index drug , a need of patient monitoring , keep out of reach of chil -” “ ” “

dren , ca reful dr iving ), or ot he r ( wa s hing inst r uct io n , drop dow n” “ ” “ ” “

li st ). The t hemes in t he responses wer e a ls o s im il ar be twee n HCPs”

and non-HCPs.

4 | D I S C U S S I O N

To our k nowledge, t his s tudy is the first to measure t he understanding

of the concept of a dditional monitoring a nd its impact on ADR

reporting across Europe. One of the main l imitations of this s tudy is

se le c ti on bi as. D ue to t h e n at u re of d is se mi na ti on of th e sur ve y t h e

responders are likel y to be more aware of medicines and AM than the

gene ral popul ation. Be cause of t he technical l imitations of the EU sur-

ve y t ool we a re not able to calcula te t he response rate to the s urvey.

Figures s howing the proportion of ADR reported should be inter -

p re t ed i n t h i s c o n t ext . Re spo n s es t o t h e que st i ons on att i tu d e s

towards ADR re port ing (how l ik ely you would r eport v arious ADRs)

ma y al so be s ubject t o r es ponse bias, with re sponders presenti ng a

more fav our abl e response s, li kely inflati ng the proportion of

responders who r es ponded t hat t hey woul d report various ADRs/

report all ADRs Als o, responders we re asked t o choose i n w hi ch role

t he y p r ef er to r e spo n d ( HCP or no n - HCP) ho we ve r, we have no dat a

on whet her HCPs chose to respond to t he survey as non-H CP or vice

vers a. Another limitation is that t hree countries (Portugal , Ge rmany,

and I tal y) accounted for the 49% of the r es ponses . Aware ness of AM

in thes e countries was better t han t he survey average, wi th 43% of

responders fr om Germany and 33% in both Port uga l and Italy ha ving

a good unders tanding of A M. I n t he UK, t he bla ck tria ngle concept

existed bef ore t he AM was introduced i n t he EU. Aware ness of AM in

the UK was not better t han t he aver age f or our survey ( 37% had cor-

rect unders tanding of AM a nd 23% mi sunderstood the concept).

Howe ver, it is acknowledged that the crite ria for AM are diffe re nt

fr om t he one s t ha t we re use d i n t he UK bl ack tr i angle s chem e.

T he m ain r eas ons f or not r epor ti ng an ADR we re bas ed on a l ack

of certainty, namely not being s ure i f an ADR is pr eviously known or if

it is re lated t o the medi cine. Our results show t ha t HCP s and non-

HCPs are l ik ely t o r epor t a n ADR i f the r eact i on is s er ious and not pr e -

viously known a nd t hese fi ndings are in line with pr evious

r es ea r c h . Onl y 8% of non-HCPs indi cated t hat they have not

reported an ADR because they did not know how t o do s o ( se e

Figure 5). This i s an inter esting fi nding which is not in l ine with previ-

ous r es ea rch, presumably because of t he selection bias of the respon-

dents. The systematic r eview done by R ania Al Dwei k h ig hl ig h te d

tha t poor patient a wareness of availabl e reporting sy st em s wa s the

ma in ba rr ier for re port ing of AD Rs. According t o t hat s tudy the ma in

mot i ve f o r pa ti en t r ep o r ti n g of AD Rs w a s t o p re ve n t ot h er s fr o m

experi encing the sa me AD R. This indire ctl y mi mics our findi ng that

previously unknown ADRs are m ore l ik el y t o be r eporte d.

F IGURE 5 Reasons f or not re porti ng an ADR (n = 3532, multipl e choice que sti on)
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N o t e v e r y m e d i c i n a l p r o d u c t i s s u b j  e c t t o A M a n d i s i d e n t i f i e d

w i t h t h e b l a c k t r i a n g l e a n d t h e s y m b o l w a s o n l y i n t r o d u c e d r e l a -

t i v e l y r e c e n t l y . T h e r e f o r e i t i s r e a s o n a b l e t h a t m a n y p a t i e n t s o r

m e m b e r s o f t h e p u b l i c r e s p o n d i n g t o t h e s u r v e y h a v e n e v e r u s e  d

( o r s e e n ) a m e d i c i n e w i t h a b l a c k t r i a n g l e . I n o u r s t u d y , w e f o un d

t h a t 3 0 % o f n o n - H C P s a r e a w a r e o f A M / b l a c k t r i a n g l e , h i g h e r t h a n

i n p r e v i o u s r e s e a r c h . I n t h e s u r v e y c o n d u c t e d b y E U R O R D I S o n

t h e n e w p h a r m a c o v ig i l a n c e s y s t e m 2 0 % o f r e s p o n d e n t s ( p a t i e n t s )

i n d i c a t e d t h a t t h e y h a d s e e n a b l a c k t r i a n g l e . H o w e v e r , t h i s q u e s -

t i o n w a s a s k e d d i f f e r e n t l y i n t h e E U R O R D I S s u r v e y , r e s p o n d e r s

n e e d e d t o s e l e c t o n e o f t  h e i r m e d i c i n e  s a n d r e s p  o n d t o t h  e

q u e s t i o n s b a s e d o n t h e l e a f l e t i n f o r m a t i o n o f t h i s m e d i c i n e . O u r

s u r v e y a s k e d a m o r e g e n e r a l q u e s t i o n “h a v e y o u e v e r n o t i c e d a

b l a c k - t r i a n g l e s y m b o l ?” A s u r v e y c o n d u c t e d b y O ' C a l l a g h a n e t a l . i n

I r e l a n d o n H C P s o n b i o l o g i c a l m e d i c i n e s a l s o c o n t a i n e d q u e s t i o n s

o n A M . S i m i l a r l y t o o u r s u r v e y , t h e b e s t a w a r e n e s s o f A M w a s

a m o n g p h a r m a  c i s t s  .

Percepti on and understa nding of AM was significantly different

be twee n those who sa w the AM s ymbol bef ore parti cipating in our

survey a nd t hose who did not ( 48% vs 24%). T his demonstrates that

awarene ss ca mpai gns are l ik ely be nef icial to r aise knowl edge about

this scheme and t o avoid misinter pret ation.

F IGURE 6 Attitudes t ow ards reporting vari ous types of ADRs , all respondents combined (top), HCP s (middl e) , a nd non-HCPs (bottom)
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On another hand, if many patients are unlikely t o ever encounter

an AM me dicines, expending a la rge amount of resources to r aise

awar e ne ss am o n g p at ie n ts / no n - p atients ( he althy popula tion) may not

yiel d t he best re sul ts. A good underst anding of AM concept among

HCPs is importa nt. HCPs are in dir ect contact with pati ents and can

expl ain t o t hem about AM al so they are m ore likel y r eport ADR for

AM me dicine s, as most AM medicines are prescription me di cines and

usually novel ther apie s. This sugge st s a strong role for prescribers and

pharm acists in educating patients about ADRs and t he ir reporting.

Ther ef or e t ar get e d awa re n es s c am pa ig ns to HCPs mi gh t i mp r ove

reporting practice, es pe cial ly for AM products . This i n t urn al lows t he

reporting of suspe cted reacti ons, de tection and asse ss me nt of poten-

tial risks r el ated to the use of me dicine s and thus optimisi ng the

benefit-risk ba lance for pa ti ents.

It is difficult to conclude whet her AM/black t ri angl e had an ef fe ct

on a ctual ADR reporting behaviour, a s a ver y l imited number of

responders re plied t ha t t hey r eported an ADR for a n AM medicine.

Another study conducte d i n the United Kingdom on the impact of the

black triang le l abel on pres cri b ing of new drugs concluded t hat AM

was unlikely t o change prescri bing pra cti ce.

The s urvey was a vailable i n all EU countries , and to our k nowl-

edge, t his is the l arges t one on the topic to date. A wider- rea ching sur-

vey, not onl y onl ine, but also pa per-ba sed for t hose unabl e to use

d ig it al m edia and r eac h i ng a wi d er rang e of p at ie nt s mi ght g iv e mor e

r ep r es ent a t ive es ti m a te s on AM awar en e ss b y r ef lect i ng a le ss s p e-

cial ised pr ofil e of r esponder.
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ENDNOTE

A rt i cl e 23(4 a ) of R egulatio n (EC ) No 7 26/200 4 st a tes that th e E C sh all

pr esent b y f if th Jun e 2018 t o th e Eur opea n Par liam ent an d t he C ouncil

a r epor t on the u se of th e list o f p rod ucts s ub ject to A M list. If consid-

er ed appr opr iate, t he C ommission shall, o n t he basis of th at r epor t, and

af ter c on s ultation with th e Mem ber Stat es (MSs) a nd oth er a pp ropr iate

stakeh olders, p resent a pro posal in ord er t o a djust th e pr ovisions r elat i ng

t o t he A M l i st r eferr ed to i n R EG 2 3.
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