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4 July 2019 

EMA/ 632473/ 2018 

Good pract ice guidance for comm unicat ion to the public 

on medicines’ availability issues  
Recommendat ions for EU nat ional competent  author it ies and EMA to ensure 

adequate public informat ion 

1 . I nt roduct ion 

Medicine shortages or problem s relat ing to the availabilit y of m edicines are a m ult ifactorial problem  

involving a wide range of stakeholders, from  pat ients and anim al owners to the pharm aceut ical 

indust ry. I n addit ion to m easures to im prove report ing and m anagem ent  of availabilit y problem s, 

m easures aim ed at  im proving com m unicat ion of such issues to the public play an im portant  role in 

m inim ising their potent ial im pact . There is also a need for m ore system at ic involvem ent  and 

interact ion with stakeholders, especially on issues with potent ial im pact  on pat ients. Tim ely and 

com prehensive inform at ion is necessary to ensure planning, rat ioning of exist ing stocks and prevent ion 

of stockpiling. Advice to healthcare professionals and pat ients on potent ial alternat ive m edicinal 

products is often needed. This approach to com m unicat ing shortages would also help to m aintain and 

im prove t rust  in the regulatory system .  

Most  shortages and availabilit y problem s are m anaged at  nat ional level;  som e are m anaged at  EU 

level. Processes for com municat ion to the public are already in place at  EU and nat ional level, however 

com m unicat ion pract ices vary am ongst  m em ber states and there is a need to review and consolidate 

exist ing pract ices into a single docum ent  providing clear and harm onised guidance to EU nat ional 

com petent  authorit ies and EMA, prom ot ing good pract ices and im proving EU coordinat ion.  

1 .1 . Purpose of the docum ent  

This docum ent  provides EU nat ional com petent  authorit ies and EMA with key pr inciples and exam ples 

of good pract ices for comm unicat ion to the public on shortages for hum an and veterinary m edicines as  

well as availabilit y issues due to revocat ions or cessat ions of m arket ing authorisat ions. The docum ent  

is intended for guidance only. Im plem entat ion should be a m at ter for EMA and EU nat ional com petent  

authorit ies taking into account  available resources and the com m unicat ion needs within their  terr itory.  
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I t  aim s to prom ote good pract ice by:  

• Enhancing current  com m unicat ion to the public and ensuring a m ult idisciplinary approach within 

regulatory authorit ies;   

• Aligning cr iteria for publicat ion across the EU network;  

• I ncreasing visibilit y and accessibilit y of inform at ion on the availabilit y on m edicines;  

• Fostering interact ion with stakeholders. 

This docum ent  is based on the results of a survey of all EU m em ber states carr ied out  by the HMA-EMA 

task force to collect  informat ion on how issues related to shortages and availabilit y of m edicines are 

m easured and com m unicated to the public.  

The guidance addresses the following areas:  

• Who should com m unicate  

• Who is the target  audience  

• Which form at  or tools 

• What  inform at ion to be published 

• When to publish 

• How  to involve stakeholders in the preparat ion and dissem inat ion of inform at ion  

• I nternal collaborat ion 

• Exam ples of com m unicat ion to the public and interact ion with stakeholders 

Shortages referred to in this guidance are to be understood in the context  of the harm onised definit ion 

agreed by EMA-HMA in the “Guidance on detect ion and not ificat ion of shortages of m edicinal products 

for Market ing Authorisat ion Holders (MAHs)  in the Union (EEA)” :  

‘A shortage of a m edicinal product  for hum an or veter inary use occurs when supply does not  m eet  

dem and at  a nat ional level’. 

The definit ion applies to all shortages that  are already affect ing or that  are expected to affect  one or 

m ore EU m em ber states in the future.  

I t  applies to prescript ion and non-prescript ion m edicines alike. 

1 .2 . Key recom m endat ions for  good pract ice on publicat ion of inform at ion 

on availability issues 

The below recom m endat ions have been drawn up based on the results of the survey on exist ing 

pract ices in m em ber states and take into account  the outcom e of the workshop held at  EMA in 

Novem ber 2018 where stakeholders raised t ransparency and visibilit y of availabilit y issues as crucial 

elem ents for good shortage m anagem ent . The recom m endat ions also draw on EMA’s experience in 

publishing inform at ion, which has been well established for m edicine shortages affect ing m ore than 

one m em ber state where an assessm ent  and recom m endat ions are m ade at  EU-wide level. 1 

                                                
1 ht tps: / / www.ema.europa.eu/ en/ human- regulatory/ post-authorisat ion/ medicine-shortages/ shortages-catalogue  
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Potent ial negat ive effects that  could follow com m unicat ion such as stockpiling need to be considered 

when com m unicat ing and choosing the opt im al t im ing and level of visibilit y are im portant  to m inim ise 

this r isk. 

I t  is recom m ended that  inform at ion on shortages should be kept  separate from inform at ion on 

revocat ions and cessat ions of m arket ing authorisat ions. This will allow dist inguishing between the 

perm anent  disrupt ion in the case of cessat ions and revocat ions of m arket ing authorisat ions and 

tem porary supply disrupt ions in the case of shortages. However it  is recom m ended that  this 

inform at ion should be easily accessible and inter linked. 

Key recom m endat ions for shortages 

Criteria  for nat ional 

com petent  authorit ies 

to m ake inform at ion 

publicly available 

• shortages of m edicines within their  terr itory (nat ionwide issues rather 

than local issues) . I deally com petent  authorit ies should not  apply 

select ion cr iteria for publicat ion and should com m unicate on all 

shortages occurr ing nat ionwide. I n som e instances, this com m unicat ion 

m ay com plem ent  inform at ion issued cent rally by EMA. 

Criteria  for EMA to 

m ake inform at ion 

publicly available 

 

• shortages of m edicines ( that  are cent rally or nat ionally authorised)  

where the shortage affects m ore than one m em ber state and EMA’s 

scient ific com m it tees have given recom m endat ions to healthcare 

professionals (a DHPC) .  

Form at  and tools • EU nat ional com petent  authorit ies and EMA should use a 

system at ic list ing  (usually in the form  of a catalogue, one for hum an 

m edicines and one for veter inary m edicines)  to comm unicate on 

shortages. 

• For shortages with a high im pact  on pat ients or animals, considerat ion 

should be given to using high-profile com m unicat ion tools ( i.e. press 

release)  in addit ion to system at ic list ing in the catalogue.   

• Regardless of the tools used, all shortages issues should be easily 

accessible on a webpage of the regulatory authorit y. 

• The content  of the catalogue should be easily searchable. Non-m achine 

readable data form ats (such as PDFs)  are not  recomm ended and 

should be avoided as far as possible. Providing colour-coded or sym bol-

different iated inform at ion for shortages could help to dist inguish 

between different  shortage situat ions ( indicat ing im pact  and status of 

supply situat ion) . 

• The use of elect ronic Product  I nform at ion (ePI ) , once this is 

im plem ented across the EU, will offer opportunit ies to bet ter 

com m unicate inform at ion on   shortages in a t im ely and targeted 

m anner.   

I nform at ion to be 

published in the 

catalogue  

Details of m edicine • Trade nam e  

• Act ive ingredient  ( INN)  

• Pharm aceut ical form  and st rength  

• MAH 



 

  

EMA/ 632473/ 2018  Page 4/ 15 

 

Key recom m endat ions for shortages 

• For veter inary m edicines the species 

Details on shortage 

 

• Date of the beginning of the shortage 

(m ay be ant icipated date)  or availabilit y 

issue 

• Expected end date of the shortage, if 

applicable 

• Reason for shortage and act ions taken 

to m it igate shortage 

I f applicable, advice for 

healthcare professionals 

pat ients, veterinarians or 

anim al keepers 

• Potent ial alternat ive m edicinal products, 

if applicable, which m ay include 

im ported m edicines 

• Recom m endat ions for change in clinical 

pract ice/  change in use of m edicine/  use 

of a suitable alternat ive 

Updates to current  status of 

shortage 

• Updates should be issued to reflect  

resolut ion or any change in 

recom m endat ions, if applicable 

Tim ing of publicat ion  • Publicat ion should occur once the shortage has been confirm ed by the 

m arket ing authorisat ion holder for the affected m edicine and, if 

applicable, recom mendat ions have been agreed. The exact  t im ing m ay 

be determ ined at  nat ional level taking into account  nat ional 

requirem ents. However, early com m unicat ion to the public is 

encouraged and im portant  to allow for adequate planning and to 

ensure cont inuity of care. 

• Updates should be issued to reflect  any relevant  change in the situat ion 

including recom m endat ions. For supply situat ions that  have been 

resolved, this should be reflected as soon as the not ificat ion from  the 

m arket ing authorisat ion holder has been received that  the shortage is 

resolved. Once a shortage is declared as resolved, there m ay be a 

delay before supplies are fully re-established and it  is recom m ended 

that  a disclaim er is included to explain this in shortages 

com m unicat ions.   

• A record of supply problems that  have been resolved should be kept  for 

a set  period of t im e, i.e. at  least  6 m onths. 

Audience  • Prim arily healthcare professionals and pat ients, or veter inarians and 

anim al owners. 

• Other regulators and indust ry ( including wholesale dist r ibutors) . 

To address this wide audience, the language used in any com m unicat ion 

should be public fr iendly, concise and should use lay term s. 
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Key recom m endat ions for shortages 

Collaborat ion w ith 

stakeholders 

• EU nat ional com petent  authorit ies and EMA should consider involving 

relevant  stakeholder groups ( in part icular pat ients’, consum er and 

healthcare professional organisat ions)  on availabilit y issues, especially 

in those with higher potent ial im pact  on pat ient  care. Wholesale 

dist r ibutors m ay also be involved for quest ions on sourcing of 

m edicines. I nvolvem ent  should aim  at  obtaining advice and feed-back 

on potent ial suitable alternat ives and recom m endat ions, if applicable, 

as well as feedback on whether key m essages are well com m unicated 

and how to ensure adequate disseminat ion.  

• EU nat ional com petent  authorit ies and EMA should consider sharing the 

final com m unicat ion with m arket ing authorisat ion holders for 

inform at ion. 

• EU nat ional com petent  authorit ies and EMA should explore ways to 

m ult iply their  com m unicat ion through relevant  organisat ions’ channels 

(pat ients, healthcare professionals, consum er organisat ions, anim al 

owners, veter inarians) , learned societ ies, professional/ m edical j ournals, 

m edia (press, TV) , newslet ters, and potent ially elect ronic prescribing 

system s (enabling the elect ronic generat ion, t ransm ission, and filling of 

a m edical prescript ion) . To increase visibilit y and knowledge about  

shortage catalogues, comm unicat ion cam paigns m ay be considered at  

nat ional level. 

I nternal collaborat ion 

w ithin the netw ork  

• For the assessm ent  and com m unicat ion of shortages, advice and 

consultat ion m ay be sought  where needed from the Single Point  of 

Contact  (SPOC)  network. 2 

• I deally, com m unicat ion staff within EU nat ional com petent  authorit ies 

or EMA should be involved in the draft ing of relevant  com m unicat ion. 

 

Key recom m endat ions  for  other  availabilit y issues 

Criteria  for nat ional 

com petent  authorit ies 

to m ake inform at ion 

publicly available 

• revocat ions or suspensions of m arket ing authorisat ions within their  

terr itory. 

• relevant  cessat ions of m arket ing authorisat ions in their  terr itory. 

For m edicines, where the cessat ion of m arket ing authorisat ion is due to 

com m ercial reasons and other generic opt ions rem ain on the m arket , 

the inclusion into the catalogue is opt ional.  

 

Criteria  for EMA to 

m ake inform at ion 

publicly available 

• revocat ion  or suspension  of cent rally and nat ionally authorised 

m edicines. 

 

                                                
2 Single Point  of Contacts (SPOC)  are contact  points at  each human and veterinary medicines regulatory agency in the 

EU/ EEA responsible for sharing informat ion with other SPOCs and coordinat ing subsequent  act ions in relat ion to shortages 

and availabilit y of authorised medicines.  They have been nominated by the Task Force on Medicines Availabilit y with the 

aim  to facilitate bet ter prevent ion, ident ificat ion, management  and communicat ion of shortages and availabilit y issues. 
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Key recom m endat ions  for  other  availabilit y issues 

• cessat ions of m arket ing authorisat ions for cent rally authorised 

m edicines. 

Form at  and tools • EU nat ional com petent  authorit ies and EMA should use a 

system at ic list ing  (usually in the form  of a catalogue, one for hum an 

m edicines and one for veter inary m edicines)  to comm unicate on other 

availabilit y issues. 

• For other availabilit y issues with a high im pact  on pat ients or anim als, 

considerat ion should be given to using high-profile com m unicat ion tools 

( i.e. press release)  in addit ion to system at ic list ing in the catalogue.   

I nform at ion to be 

published in the 

catalogue  

Details of m edicine • Trade nam e  

• Act ive ingredient  ( INN)  

• Pharm aceut ical form  and st rength  

• MAH 

• For veter inary m edicines the species 

Details on availabilit y issue • Date of the beginning of the cessat ion 

or revocat ion 

• Reason for availabilit y issue 

I f applicable, advice for 

healthcare professionals 

pat ients, veterinarians or 

anim al keepers 

• Potent ial suitable alternat ives, if 

applicable 

• Recom m endat ions for change in 

clinical pract ice/  change in use of 

m edicine/  use of suitable alternat ives 

Tim ing of publicat ion  • For suspensions and revocat ions of m arket ing authorisat ions:  

− Publicat ion as soon as the suspension  or revocat ion  has been 

recom m ended, and recom m endat ions ( if applicable)  have been 

agreed.  

− Updates to reflect  any change in recom m endat ions, if applicable. 

• For relevant  cessat ions of m arket ing authorisat ions:  publicat ion at  

t im e of cessat ion. 

• I t  is good pract ice to keep a public record for at  least  6 m onths. 

Audience  See recom m endat ions for shortages 

Collaborat ion w ith 

stakeholders 

See recom m endat ions for shortages 

I nternal collaborat ion 

w ithin the netw ork  

See recom m endat ions for shortages 
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2 . Annex I . Full analysis 

I n May 2018, EMA and HMA carr ied out  a survey to m ap public com m unicat ion on shortages and 

availabilit y of hum an m edicines3 by EU regulators. The purpose was to assess, qualitat ively and 

quant itat ively, how EU regulators com m unicate to the public on shortages and supply issues.  

The results of the survey build on exist ing knowledge on com m unicat ion pract ices gained from  

previous work which led to the development  of EMA’s public catalogue on shortages. 

The survey com prised a quest ionnaire with 7 quest ions on the public com m unicat ion pract ices in 

individual EU m em ber States.  

The quest ionnaire focused on public com m unicat ion act ivit ies to the general public, m ainly in relat ion 

to shortages.  

The survey was sent  to the Single Point  of Contact  (SPOC)  nom inated for hum an and veterinary 

m edicines at  the relevant  regulatory authorit y for each Mem ber state. 

For hum an m edicines, the survey was sent  to 33 SPOCs (28 EU Mem ber states, including 2 SPOCs for 

Germ any to cover the two regulatory agencies (BfArM and PEI ) , including EMA and 3 for EEA) . Of 

these, 30 responded. The response rate was 90% . 

For veter inary m edicines, the survey was sent  to 30 SPOCs and 27 responded. The response rate was 

90% .  

The survey found the following results:  

• For hum an m edicines a m ajorit y (87% )  of EU regulatory authorit ies (nat ional com petent  

authorit ies and EMA)  already publish inform at ion on shortages on their website.  

• Am ongst  the authorit ies that  publish inform at ion, a m ajorit y (69% )  do not  have set  cr iteria for 

publicat ion and publish on any shortage that  is reported. Only selected m em ber states have cr iter ia 

for publicat ion based on the durat ion of the shortage and the cr it icalit y of the m edicine.  

• Most  authorit ies also comm unicate on other issues such as revocat ion or suspension of m edicines 

(50% )  or withdrawals of m edicines due to comm ercial reasons (70% ) . However this inform at ion is 

not  necessarily reflected in the list ing of shortages and various other com m unicat ion tools m ay be 

used (such as press releases for individual availability issues) .  

• Globally, a sim ilar picture for hum an m edicines can be seen as in the EU. I n the USA, the 

Associat ion of Health System  Pharm acists and the Food and Drug Adm inist rat ion publish a web 

list ing of m edicine shortages. 4, 5  Both list ings include inform at ion on current  and resolved shortages 

as well as other inform at ion for pat ients and consum ers. The websites contain concise inform at ion 

on products affected by the shortage, the reason for the shortage, suitable alternat ives and the 

expected resolut ion date. The inform at ion on the FDA website covers ‘m edically necessary’ 

m edicines as well as those considered non-m edically necessary for which t he FDA has received 

m ult iple requests for inform at ion. However it  does not  include inform at ion on shortages of br ief 

durat ion. 

• For veter inary m edicines, the picture is sim ilar with fewer EU regulatory authorit ies publishing 

inform at ion with only 52%  publishing inform at ion on shortages on their website.  

                                                
3 This guidance applies only to human medicines at  present , however a similar approach will be taken to address veterinary 

medicines. 

4 ht tp: / / www.ashp.org/ menu/ DrugShortages/ CurrentShortages.aspx   

5 ht tps: / / www.fda.gov/ drugs/ drug-safety-and-availabilit y/ drug-shortages  
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Based on the analysis of the survey results the following key areas for com m unicat ion on availabilit y 

have been ident ified:  

Key recom m endat ions  

Public com m unicat ion should be considered for  

• any shortage  of a m edicine that  affects the whole count ry (nat ionwide issues rather than local 

issues) . 

• revocat ions or suspensions of m edicines.  

• cessat ions of m arket ing authorisat ions. For cessat ion of m arket ing authorisat ions due to 

com m ercial reasons, inform at ion m ay be less relevant  for stakeholders as these m edicines can 

usually be subst ituted.     

2 .1 . W hich form at  and tools? 

The survey found the following results for the form ats and tools used by regulatory authorit ies:  

• For hum an m edicines, 88%  of authorit ies who already publish inform at ion on availabilit y issues, 

usually do this in the form  of a system at ic list ing, i.e. a catalogue form at . The m ajorit y of 

authorit ies (69% )  do not  have set  cr iter ia for publicat ion and publish all reported shortages. Only 

selected m em ber states have cr iter ia for publicat ion related to the durat ion of the shortage and the 

cr it icalit y of the m edicine. 

• I n addit ion to the shortage catalogue EU regulatory authorit ies (nat ional com petent  authorit ies and 

EMA)  use a variety of com m unicat ion tools to inform  on availabilit y issues:  Press releases (57% ) , 

newslet ters (30% )  and social m edia (23% ) . 

• For veter inary m edicines, the proport ion of authorit ies that  use a catalogue list ing is 64% . Most  of 

those (64% )  do not  use any select ion cr iter ia when publishing inform at ion. Com m unicat ion tools 

used by veterinary regulatory authorit ies are press releases professional organisat ions and 

professional journals.  

A catalogue list ing is ideal for providing inform at ion on shortages as it  allows quick one-stop 

referencing and is ideal for stakeholders looking for specific inform at ion. Presentat ion of inform at ion 

can be in sum m arised in bullet -point  form at  and colour coded to highlight  new and m ore relevant  

shortages. 

I t  is envisaged that  in the future a single portal will give access to all inform at ion on availabilit y issues 

from  EU regulatory authorit ies. While the single portal is being built , as an inter im  solut ion, both the 

HMA webpage (ht tps: / / www.hm a.eu/ 598.htm l)  and the EMA Webpage 

(ht tps: / / www.em a.europa.eu/ en/ hum an- regulatory/ post -authorisat ion/ m edicine-shortages/ shortages-

catalogue)  provide a list ing of links to nat ional shortage catalogues.    
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Key recom m endat ions 

EU nat ional com petent  authorit ies should use a system at ic list ing  in a catalogue to com m unicate 

on the following issues:  

• shortages of m edicines affect ing the count ry. I n som e instances this com m unicat ion com plements 

inform at ion issued cent rally by EMA. I deally regulatory authorit ies should not  apply select ion 

cr iteria for publicat ion and should com m unicate on any nat ionwide shortage (as per the agreed 

EMA-HMA definit ion) . 

• revocat ions or suspensions of m edicines within their  territory. 

• cessat ions of m arket ing authorisat ions in their terr itory. For cessat ion of m arket ing authorisat ions 

due to com m ercial reasons, this should be decided at  nat ional level depending on the relevance to 

stakeholders (especially for generics where there m ay be m any other generic alternat ives) . 

EMA should use a system at ic list ing in a catalogue to com m unicate on the following issues:  

• shortages of m edicines (cent rally or nat ionally authorised)  where the shortage affects m ore than 

one m em ber state and EMA’s scient ific com m it tee has given recom m endat ions (a DHPC) . 

• revocat ions or suspensions of cent rally and nat ionally authorised m edicines. 

• cessat ions of m arket ing authorisat ions for cent rally authorised m edicines. 

• For availabilit y issues with a high im pact  on pat ients or anim als, EU nat ional com petent  authorit ies 

and EMA should consider using addit ional com m unicat ion tools (press releases, newslet ter or social 

m edia)  and reflect  the inform at ion on the hom epage. High-pat ient  im pact  is usually associated 

with safety- related issues or unavailabilit y of a cr it ical m edicine. 

• Regardless of the tools used, all availabilit y issues should be accessible on a single webpage. 

2 .2 . W hat  inform at ion to publish  

When the decision to publish a shortage in a catalogue has been m ade, the inform at ion to publish 

should be brief, concise but  sufficient  for healthcare professionals and pat ients or veter inarians and 

anim al owners to ident ify the m edicine involved and take the required act ions. The inform at ion is 

based on inform at ion published by those m em ber states who already publish (see annex I )  and is 

sum m arised in the table below:  

Table 1 : Recom m endat ions for publishing inform at ion on m edicine’s availability issues  

 I nform at ion to publish in the catalogue 

Details of m edicine • Trade nam e  

• Act ive ingredient  ( INN)  

• Pharm aceut ical form  and st rength  

• MAH 

• For veter inary m edicines the species should be specified 

Details on availabilit y 

issue/ shortage 

• Date of the beginning of the shortage (m ay be ant icipated 

date)  or availabilit y issue 
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 I nform at ion to publish in the catalogue 

 • For shortages, expected end date of the shortage 

• Reason for availabilit y issue or shortage 

Advice for healthcare 

professionals/  pat ients, if 

applicable 

• Potent ial alternat ive m edicinal products, if applicable  

• Recom m endat ions for change in clinical pract ice/  change in 

use of m edicine, if applicable 

Updates to current  status of 

availabilit y issue/ shortage 

• Updates to reflect  resolut ion or any change in 

recom m endat ions, if applicable 

2 .3 . W hen to publish 

Com m unicat ion to the public needs to be t im ely and up- to-date to ensure effect ive planning. The 

survey found that :  

• EU nat ional com petent  authorit ies and EMA always update their published inform at ion on shortages, 

as new inform at ion becomes available and when the shortage is resolved.  

• I n addit ion, som e m em ber states (35% )  review their inform at ion at  set  t ime intervals ( ranging 

from  daily to m onthly) .  

• Once a shortage is resolved, m ost  authorit ies rem ove the inform at ion (62% )  and only 38%  keep 

this inform at ion on their website.  

• For veter inary m edicines, 71%  of EU regulatory authorit ies also update their  inform at ion as new 

inform at ion becom es available. 27%  review the inform at ion at  set  t im e intervals. Once a shortage 

is resolved 57%  of authorit ies remove the inform at ion from  the website. 

Key recom m endat ions 

• For shortages:  publicat ion should occur  once the shortage has been confirm ed by the MAH and 

recom m endat ions have been agreed ( if applicable) . The exact  t im ing m ay be determ ined at  

nat ional level taking into account  nat ional requirem ents. Updates should be issued to reflect  any 

potent ial change in the recom m endat ions. For supply situat ions that  have been resolved this needs 

to be reflected as soon as not ificat ion is received that  the shortage is resolved. This could be by 

updat ing the catalogue list ing to m ark the m edicine as available again. I t  is good pract ice to keep a 

record of supply problem s that  have been resolved for a set  period of t im e, i.e. at  least  6 m onths. 

• For suspensions and revocat ions of m arket ing authorisat ions:   publicat ion should be as soon as 

a recom m endat ion for suspension or revocat ion has been given. Updates should be issued to 

reflect  any potent ial change in the recom m endat ions. 

• For relevant  cessat ions of m arket ing authorisat ions:  publicat ion should be at  t im e of cessat ion. 

2 .4 . W ho is the target  audience  

• For hum an m edicines m ost  EU nat ional com petent  authorit ies and EMA m ainly target  healthcare 

professionals (100% )  and pat ients (92% )  in com m unicat ion. I ndust ry and other regulators are also 

targeted in 60%  of the cases.  
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• For veter inary m edicines 93%  target  veter inarians and 64%  are target ing anim al owners. 

Wholesalers are also targeted in 57%  of the cases, indust ry and regulators less frequent ly ( in 36%  

and 43%  of the cases) .  

• Healthcare professionals and pat ients, veter inarians and anim al owners are the key audience who 

require t imely accurate and up- to-date inform at ion from  public health authorit ies on availabilit y 

issues. This is part icular ly im portant  as inform at ion from  other sources on availabilit y issues is 

sparse and early knowledge is im portant  to allow for early planning and adjustm ent  of clinical 

pract ice. Other regulators and indust ry ( including wholesale dist r ibutors)  are less often targeted 

but  would also benefit  from  early inform at ion.  

Key recom m endat ions 

• Public com m unicat ion by EU nat ional com petent  authorit ies and EMA should pr im arily target  

pat ients and healthcare professionals for hum an m edicines and veterinarians and anim al owners 

for veter inary m edicines.  

• Other regulators and indust ry ( including wholesale dist r ibutors)  should also be targeted. 

• To address this wide audience the language of any com m unicat ion should be public fr iendly, 

concise and using lay term s. 

2 .5 . Other com m unicat ion tools used and how  to involve stakeholders in 

the preparat ion and dissem inat ion of inform at ion  

I t  is im portant  to involve stakeholders in the preparat ion of public com m unicat ion docum ents to 

address their concerns and inform at ion needs.  

The survey found that :  

• For hum an m edicines 54%  of authorit ies who com m unicate on availabilit y issues overall also 

engage with their  target  audience in their com m unicat ion. For veter inary m edicines it  is only 26%  

who engage with their target  audience. I n both cases, it  is not  clear whether this is seeking act ive 

advice or rather for disseminat ion only. 

• EU nat ional com petent  authorit ies and EMA use a var iety of com m unicat ion tools to dissem inate 

inform at ion on availabilit y issues:  Com m unicat ion through relevant  organisat ions’ channels 

(pat ients, consum ers, healthcare professionals or learned societ ies)  (63%  for hum an m edicines 

and 48 %  for veter inary m edicines) , press releases (57%  and 48%  for veter inary m edicines) , 

professional/ medical j ournals (57%  for hum an m edicines and 48%  for veter inary m edicines) , 

m edia (press, TV)  (33%  for hum an m edicines and 30%  for veter inary m edicines) , newslet ters 

(30%  for hum an m edicines and 20%  for veter inary m edicines) , social m edia (23%  for hum an 

m edicines and 26%  for veter inary m edicines) . 

Som e EU authorit ies feed inform at ion about  shortages into the nat ional elect ronic pat ient  health 

system s (EMR)  and elect ronic prescribing system s (7%  for hum an m edicines and 11%  for 

veter inary m edicines) .  Thus, healthcare professionals and veterinarians will get  instant  alerts 

about  shortages when prescribing or dispensing the m edicine in quest ion.  
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Key recom m endat ions 

• EU nat ional com petent  authorit ies and EMA should consider involving relevant  stakeholder groups 

(pat ients, consum ers and healthcare professional organisat ions)  on availabilit y issues especially in 

those with higher potent ial im pact  on pat ient  care.  

• Wholesale dist r ibutors m ay also be involved for quest ions on sourcing of m edicines. I nvolvem ent  

should aim  at  obtaining advice and feed-back on potent ial suitable alternat ives and 

recom m endat ions when applicable as well as for ensuring that  the key m essages are well 

com m unicated and ensuring adequate disseminat ion. 

• EU nat ional com petent  authorit ies and EMA should consider sharing the final public com m unicat ion 

for inform at ion with m arket ing authorisat ion holders for inform at ion. 

• EU nat ional com petent  authorit ies and EMA should explore ways to m ult iply their  com m unicat ion 

through relevant  organisat ions’ channels (pat ients, consum ers, anim al owners, veter inarians, 

healthcare professionals or learned societ ies) , professional/ m edical j ournals, m edia (press, TV) , 

newslet ters, and potent ially elect ronic prescribing system s. Other m eans to explore to interlink 

shortage inform at ion could be elect ronic product  inform at ion. 

2 .6 . I nternal collaborat ion  

The survey found that  most  com m unicat ion m aterials are prepared by the departm ents involved in the 

assessm ent  of the availabilit y issue ( i.e. inspect ion)  but  often also involve comm unicat ion colleagues 

(57%  for hum an m edicines, 30%  for veter inary m edicines) . 

As an outcom e of this review it  is recom m ended to system at ically consider involvem ent  of 

com m unicat ion staff in the draft ing of relevant  com m unicat ion to ensure that  it  fulfils the needs of the 

target  audience.  

I n addit ion during the assessm ent  and com m unicat ion of a shortage m em ber states should seek advice 

and consultat ion where needed using the the Single Point  of Contact  (SPOC)  network.  

2 .7 . Exam ples of public com m unicat ion and interact ion w ith stakeholders 

Based on the survey feedback, the following init iat ives were ident ified in selected EU m em ber states as 

exam ples of public com m unicat ion and collaborat ion which could potent ially be im plem ented in other 

m em ber states:  

• A m onthly newslet ter highlight ing new and relevant  availabilit y issues 

• I nvolving stakeholders i.e. in dissem inat ing inform at ion on shortages  

• Alerts (pop-ups)  on shortages in elect ronic pat ient  records and elect ronic prescript ion system s to 

alert  doctors and pharm acists at  the point  of prescribing or dispensing the m edicine in quest ion. 

• Collaborat ion with the m ost  com m only used sources of m edicinal product  inform at ion am ong 

healthcare professionals ( i.e. elect ronic pharm aceut ical com pendium s) . I n som e count r ies 

com pendium s publish real- t im e alerts on im portant  safety issues, shortage situat ions etc., 

providing instant  inform at ion for the pat ient  or physician. 
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2 .8 . Review  

I t  is proposed that  public com m unicat ion pract ices in EU m em ber states on availabilit y issues will be 

reviewed regular ly and this guidance will be updated accordingly and as needed.  
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3 . Annex I I . I nform at ion current ly provided in shortage catalogues  

Table 1 : I nform at ion provided in shortage catalogues for hum an m edicines by individual EU authorit ies 

EU authority 
Trade  

nam e 

Act ive  

ingredient  

( I NN)  

Pharm aceutical  

form  
Strength MAH 

Cause of  

shortage 

Start  

date  of 

shortage 

Est im ated  

end date 

of  

shortage 

Alternatives 

available ,  

w ithout 

deta ils 

Alternatives 

available ,  

w ith 

deta ils 

Other 

Austr ia  X X X X X X X X   X 

Belgium  X X X X X X X X    

Bulgaria  X X X X X  X    X 

Croat ia  X X X X X X X X   X 

Czech Republic X  X X   X   X  

Denm ark  X X X X   X   X X 

Estonia  X X X X X   X    

Finland X X X X X  X X    

Germ any ( PEI )  X X X X X  X X  X X 

Germ any ( BfArM)  X X X X X X X X X X X 

Greece  X X X X X  X X X   

Hungary X X X X X X X X X   

I celand X X X X     X X  

I ta ly  X X X X X X X X X  X 

Latvia  X X X X   X X X   

Lithuania  X X X X X X X X X X  

Netherlands           X 

Norw ay X X X X X X X X X X  

Rom ania  X X X X X X X X    

Slovak Republic X  X X X  X X   X 

Slovenia  X  X X   X X    

Spain  X X X X   X X X  X 

Sw eden X X X X X  X X  X X 

EMA X X X X  X X X   X 
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Table 2 : I nform at ion provided in shortage catalogues for veter inary m edicines by individual EU 

authorit ies 

EU authority 
Trade  

nam e 

Act ive  

ingredient   

( I NN)  

Pharm aceut ical  

form 
Strength 

 

Species MAH 
Cause of  

shortage 

Start  

date of 

shortage 

Est im ated  

end date 

of  

shortage 

Alternat ives 

available,  

w ithout 

details 

Alternat ives 

available,  

w ith 

details 

Other 

Austr ia  X X X X   X  X   X 

Belgium  X X X X X  X X X  X  

Denm ark  X X X X    X   X X 

Estonia  X X X X    X X    

Finland X X X X    X X    

Germ any 

( PEI )  
X X      X   X  

Greece  X X X X X X X      

Liechtenstein  X      X    X 

Norw ay X X X X  X X X X X X  

Slovenia  X  X X    X X    

Spain   X   X        

Sw eden X X X X X    X  X  

UK X X X X     X X   
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