
EVMPD – End of Year Report : 2011   
 

©2011 Marr Consultancy Ltd  1 

EVMPD – End of Year Report : 2011 

Introduction 

By now you will all have probably worked out that EMA has not been communicating much, 
if at all, on EVMPD and that various anticipated milestones such as release of FAQs and the 
testing environment have passed.  So what is happening?  I am sure that the only ones with 
the full picture are the EMA but it has been possible to piece together a status on some 
things from those communications that there have been - with various trade associations, 
through was has been said at EVMPD training sessions and the odd snippet of information 
picked up through personal contact with staff at EMA and NCAs.  However, I must say that 
the picture is still confused and can only be regarded as partial and of course subject to 
change.  I have tried to draw these together for you but nothing presented below should be 
regarded as definitive.  There is a lot going on at both a political and a technical level and 
180 degree changes could still occur so your strategic decisions should not be based on 
what is stated here until EMA officially publish information.   

Status 

Lobbying of EMA and the Commission has continued over the past few months, primarily 
through trade associations.  The European Generic Association (EGA) has challenged the 
validity of the Legal Notice issued by EMA in July 2011.  It considers that it exceeds what is 
actually defined in the legislation. Not only that but the concept of a ‘Legal Notice’ does not 
fit any definition of terms used in the pharmaceutical legislation and hence should only be 
considered as guidance and that as guidance, it did not follow an appropriate process for 
consultation.  This has pushed EMA into seeking another legal assessment. 

Furthermore, there have been concerns about the implementation of the whole of the 
Pharmacovigilance legislative package by July 2012 is too challenging for many 
stakeholders, including the EMA, NCAs and industry.  The Polish presidency made a 
proposal last week that there should be a delay to the implementation beyond July 2012.  
Apparently this was not accepted by the Commission and some Member States.  This 
appears not to be a final decision and may be addressed again in January 2012 but it does 
suggest that it is very unlikely that there will indeed be a delay.  But on 22 December the 
Association of the European Self-Medication Industry (AESGP) received written confirmation 
that the date will not be changing. 

Other trade associations are taking different approaches with lobbying.  The European 
Federation of Pharmaceutical Industries and Associations (EFPIA) has been lobbying to 
have the scope of what it required by 2 July 2012 reduced whilst recognising the long-term 
aims of EMA.  They are trying to identify a win-win position which would help EMA to attain 
many of their goals whilst not to overburdening industry at this stage but and which should 
increase the chances of compliance and the quality of the data provided.  In the 
correspondence to AESGP mentioned above, EMA confirmed that it was looking to define a 
subset of data. 

Their focus appears to be on the level of substance data with the potential of dropping the 
submission of Structured Substance Information (SSI) by July 2012.  Although a delay may 
occur EMA seems to be stressing the continued importance of these data.  If there were to 
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be a delay, perhaps a more efficient process could be achieved for the submission of these 
data, with only a single instance of the data being submitted and not all organisations which 
use each substances having to submit the same (or very similar) data in parallel.  A decision 
on this is expected by mid-January and EMA have indicated that they will be redefining the 
Legal Notice.   

Consideration has also been taking place at Heads of Medicines Agency regarding the 
quality control and validation of data submitted to EMA compared with that already in 
possession of NCAs.  Who holds the definitive data? 

So, with such fundamental issues still to be resolved it is not surprising that EMA has not 
undertaken any formal public communication since 1 September 2011 and has not issued 
updated guidance and other outstanding documentation.  But the lack of communication is 
severely affecting the ability of industry to prepare for provision of the data by July, 
particularly those wishing to use EVMPD-compliant database from vendors.  Vendors are 
not able finalise and test their products. 

If the scope is to be changed then EMA will have an issue of redefining their tool which is 
currently nearing completion, ready for testing.  Would this cause further delays to the 
release of the tools and the testing environment? 

There is no news on when the test environment will become available.  At the EMA 
Information Day held on 23 September 2011 they indicated that it would be ‘November’ but 
November has come and gone, as has most of December and the test environment is still 
not available.  What was said at the EVMPD training is that only MAHs (and Sponsors) will 
be given access to the test environment so vendors will have to work through MAHs.  It was 
stated that it is against EMA policy to provide direct access to vendors for testing.  They 
managed to set up such a facility with PIM so which policy is being quoted?  For those 
vendors who are already linked up with MAHs then this might not be such an issue but with 
new vendors trying to enter the market they will need to find an MAH willing to support 
testing before there is a commercial product available.  I encourage vendors to challenge 
EMA on this. 

…………And we are still awaiting an announcement of the switch-over from EVPRM to 
XEVPRM for Investigational Medicinal Products. 

Outstanding Documentation 

Several deliverables are still outstanding.  At the Information Day many questions submitted 
prior to the meeting were addressed and other taken on the day.  EMA indicated that they 
would publish these as FAQs within two weeks.  This has obviously not been done.  Further 
questions have continued to be submitted to EMA.  Answers to some of these have been 
provided to the people who submitted them and some have been included in the training 
provided by EMA.  But in all cases ‘you had to be there’ to hear the message.  Some of the 
answers provided could be considered fairly fundamental to the implementation of EVMPD. 

Some examples of authorised products and approved substances including SSI have been 
presented at the Information Day and in the Training but they are not available publicly – or 
as anything more that screenshots.  In addition, most of the examples used in these forums 
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are only partial.  What is really needed is the XML – the EVPRMs – to be published in their 
entirety. 

Within the set of documentation issued in September were some controlled vocabularies 
(CVs), namely those associated with the SSI.  They are not all of the CVs needed to 
complete the XEVPRM.  These still need to be issued.  In addition, from the examples used 
in training, even some of those issued in September seem to have new terms used and I 
would expect that some of the existing will be updated.  The Substance Names CV covers 
only active substances and not excipients despite the old CV including both so it is 
anticipated that this CV will be updated with the 13000+ substances missing. 

Updated guidance is also expected to be published, particularly of Chapter 3, the XEVPRM 
and Chapter 4, the SSI. 

And there appears to be a new schema in preparation!  In answer to a question detailed 
below (see Cardinality of Short Name) EMA have indicated that there will be an amended 
schema.  What else will they be changing besides the cardinality of the Short Name? 

EMA Web Tool and EVMPD Training 

The EMA Web tool is still in development and it is understood to be nearly ready for testing 
to be commenced.  If the scope of implementation is not changed then it is on schedule for a 
release in February 2012.  Although at the Information Day they said that it would be 
available on 1 February, at EVMPD training session they have be indicating that it will be 
released in ‘February’ specifically stating that it will not be 1 February.  

The DIA/EMA EVMPD training has been running since the end of October.  I attended the 
first course and I do hope that it has improved significantly since then.  The course was 
scheduled for two days with more than a day on SSI.  No hands-on training was available 
since the EMA’s tool was not in a state for use, even in a training environment.  It is 
understood that the first courses that will actually provide hands-on training will be ones in 
the latter part of January.  The course was therefore almost entirely based on screenshots of 
the XEVPRM parts and of the XML for the SSI, screen after screen, substance class after 
substance class……… 

The course was attended by a wide range of people.  There were a couple of QPPVs, some 
pharmacovigilance staff, experts in regulatory affairs, regulatory operations-type people as 
well as one software vendor (plus one experienced consultant – me!).  The technical nature 
of the subject, with so much based upon chemistry left many of the attendees at a loss.  
Those who got most out of the course were people with a lot of CMC experience. It would 
have been better to organise two types of courses, one for people like QPPVs who would be 
taking some oversight role, perhaps a half day orientation, and a second course specifically 
focussed on people who would be responsible for the data collection (and maybe a third 
solely on data input). Trying to do it all in one course and through one MAH representative I 
consider to have been inappropriate.  However, EMA is requiring that at least one person 
from each Eudravigilance Group (typically organised as the parent company and its national 
affiliates) takes and passes the course before being allowed to submit XEVPRM 
submissions to EMA.  The exam at the end of the course was two sets of multiple choice 
questions, one on XEVPRM and the other on SSI.  Although it was an open book exam most 
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of the attendees on my course found it extremely challenging because the information 
provided was so complex and needed specialist knowledge to understand.  I found some of 
the questions challenging too because none of the choices were actually correct according 
to the specification.  The course was focussed on how the EMA was implementing the 
specification in its tool and some terminology used was what they had labelled things rather 
than the how it was termed in the specification.  Additionally, certain things allowed by the 
specification seemed not to be implemented in the tool. Hopefully they have improved the 
options by now.  I would be interested in getting feedback from attendees at later training 
courses and what they thought about it. 

One advantage of being on the first training course was that there were several opportunities 
for Q&A sessions run by EMA experts.  Partly this was for the benefit of attendees but it was 
also aimed at the trainers who need to be able to address typical questions being asked by 
attendees.  But of course, the answers to these questions should not be regarded as 
definitive until published by EMA. 

Questions and Answers 

Ever since July, EMA has been receiving questions from industry and vendors but they have 
not published any answers.  Some have been addressed in Version 2 of the guidance issued 
in September but since then nothing has been published formally.  Many questions were 
addressed in the materials presented at the Information Day.  Further questions were asked 
during the day and several answers provided although some questions were deferred and 
answers to be provided within two weeks.  These publications have never been provided by 
EMA.  However, if you know what to search for on the DIA website it is possible to find two 
sets of Q&A presented at the Information Day (links below) 

XEVMPD http://www.diahome.org/productfiles/27364/s2_2_brosch_del%20seppia_ne
w%20xevprm%20q%26a.pdf 

SSI http://www.diahome.org/cgi-
bin/MsmGo.exe?grab_id=0&page_id=25875&query=seppia&hiword=seppia 

 
Several of my submitted questions have been addressed in the EVMPD training although I 
personally have not received answers to all of these.  If you attend the training then you can 
find out about them.  Others submitted questions have been answered by the Eudravigilance 
Helpdesk by email – but only I know the answer (or those I have told).  Equally others might 
know answers to their questions but they have not been shared.  Until EMA actually 
publishes them then we will all remain in the dark unless we openly share answers received.   

In the spirit of openness I am therefore sharing what I know and hope that others will share 
what they know too.  These should not be regarded as definitive as EMA might change their 
minds before publication of their FAQs.  I have not referred to the Q&As presented at the 
Information Day except where a subsequent answer either adds to or amends one of them.  
The information presented below is sourced from either: 

• Ad hoc Q&As handled during the Information Day 
• Q&As addressed either in or at EVMPD training 
• Answers to personal questions addressed to the Eudravigilance helpdesk 

http://www.diahome.org/productfiles/27364/s2_2_brosch_del%20seppia_new%20xevprm%20q%26a.pdf
http://www.diahome.org/productfiles/27364/s2_2_brosch_del%20seppia_new%20xevprm%20q%26a.pdf
http://www.diahome.org/cgi-bin/MsmGo.exe?grab_id=0&page_id=25875&query=seppia&hiword=seppia
http://www.diahome.org/cgi-bin/MsmGo.exe?grab_id=0&page_id=25875&query=seppia&hiword=seppia
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Language 

One of the early questions asked what about the language to be used for the Authorised 
Product and Approved Substance.  A position was presented at the Information Day but this 
caused so much debate that EMA said it would reconsider.  By the time of the first training 
course they seemed to have firmed up their position but at a more recent course it seemed 
that they might be adjusting their position again. 

What seems certain is that for national, MRP and DCP products the following must be 
provided in local language: Presentation name (and its various parts), package description 
and the Printed Product Information (PPI).  This is what has been shown in the EMA 
examples.  However, the answer to a further question regarding provision of languages for 
countries where there is more than one official language (e.g. Belgium and Finland) has led 
to an interesting workaround.  The current design of the XEVMPD allows only one 
presentation name, one package description and one PPI attachment.  The required 
approach is therefore to submit an authorised product record in each language, so for 
Belgium there would be three records submitted, one each in French, Dutch and German.   

For the Centralised Procedure what had been stated was that the record only needs to be 
submitted in English but at a recent EVMPD training session there was some indication that 
EMA may be reconsidering this and require all languages.  A decision had not been made at 
that point.  However, if that were to be the case then the only way it could be done would be 
to submit a record for each language – 22 for the EU languages (plus Iceland, Lichtenstein 
and Norway which will be separate records anyway).  I do hope that multiple languages will 
not become their requirements. 

With regards to the languages for the Approved Substance, effectively the only language 
specific information would be the substance name.  At the Information Day the proposal was 
also that Printed Substance Information (PSI) should also be submitted in local language but 
this was pushed back on as such information would only need to be submitted once.  In 
reality, since no one knows what PSI might include and I know of no one considering 
submitting any such optional information I would say that you can forget about PSI in 
anything other than English.  Whilst I understand the value of identification of the substance 
name in all languages, the practicalities of implementing such a requirement is another 
question.  Submission for an EV Code for an Approved Substance is not directly associated 
with any specific Authorised Product, hence not with a country and therefore unassociated 
with a language.  Submission in English only should lead to the provision of a code and that 
code can be used for identification of the substance in the Authorised Product.  The 
language requirements can only be driven from the Authorised Product and at present there 
are no business rules regarding checking for languages available for the substance names.  
Obtaining the substance names would not be difficult as they are included in the SmPC but 
how would EMA actually be able to enforce it? 

The SSI is to be submitted in English only.  

Approved Substance and Structured Substance Information 

Further information has been forthcoming regarding this topic.  A substance may be defined 
as a ‘Substance’, a ‘Specified Substance Group 1’, a ‘Specified Substance Group 2’ and a 
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‘Specified Substance Group 3’.  As only one SSI can be included in an Approved Substance 
record it would be necessary to submit a separate record each including a single SSI.   As 
part of the Approved Substance record, each of the specified substances should contain the 
parent ID in the "International code" field. 

EMA has not actually issued precise guidance about when substances require definition as 
an SSG1, 2 or 3.  What was said at the Information Day in September was broader that what 
has been said more recently at EVMPD training.  At the Information Day is seemed that all 
classifications would apply but now it looks like the requirements will be less.  I am assuming 
that EMA include this in their FAQs - when they eventually issue them - but what they said at 
the training was along the following lines:  

For an SSG1 it will depend upon what is stated in the SmPC.  If there is some specific 
characteristic described for the substance e.g. a physical form such as crystalline or 
amorphous, or a physical characteristic such as viscosity then an SSG1 should be 
submitted.  

The manufacturer and hence an SSG2 would only need to be defined for a biologic 
substance.  It is not clear when the production method or production type might be required, 
perhaps when there are alternative ways of producing a substance such as by synthesis or 
recombinant technology but EMA needs to provide specific guidance on this.  

An SSG3 would be required when a pharmacopoeial grade is being used.  There is still an 
unanswered question whether an SSG3 is always required as it would also be possible to 
define the substance as a technical grade when not a pharmacopoeial grade. 

Which EV Code for Substance should be used? 

When a substance is defined also as an SSG1, an SSG2 and an SSG3 then several EV 
codes will exist that could be used for the ‘substancecode’ as part of the Authorised Product 
section.  However the cardinality and business rules for this element only allow for the 
inclusion of one substance code.  In the case where more than one EV code exists then 
which is to be used?  EMA have responded that the most specific and granular substance 
level should be used in line with the information presented in the SmPC.  I do not consider 
this to be an adequate answer as if there are two manufacturers then there would be two 
‘specific and granular’ variants of which only one can be used.  A follow-up question seeking 
further clarification has been submitted. 

Package Description 

In some countries the authorisation is at the presentation level and in others at the strength 
level.  So if you have a 10mg tablet and it has three presentations, 14, 28 and 56 tablets, in 
some countries e.g. Germany, each would have a separate authorisation i.e. three different 
authorisation numbers.  In some countries e.g. the UK, there would be one authorisation 
covering all three presentations.  So in EVMPD three records would be submitted for 
Germany but only one in the UK.  However, there can only be one package description 
section in any record.  The recommendation is that section 6.5 of the SmPC is used as the 
description.  In the UK it would probably be something like ‘PVC blisters of 14, 28 or 56 
tablets’. At the EVMPD training EMA described how this should be presented.   It was 
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suggested that each pack should be described and separated by commas e.g. PVC blisters 
of 14 tablets, PVC blisters of 28 tablets, PVC blisters of 56 tablets. 

At least they are not requiring multiple records to be submitted for different packs in within 
the same authorisation. 

Scanned documents as PPI 

When asked whether scanned versions of product information documents be used or must 
they come from an electronic source the answer given is that scanned documents are not 
acceptable.  They must come from an electronic source. 

Cardinality of the Short Name 

In the breakdown of the parts of the Presentation Name the Short Name is required.  
However, for a generic product there is no short name but there is of course a generic name.  
At present you are required to use the generic name as a short name and then of course the 
generic name itself is not used.  When asked why this is designed so EMA responded that 
will release an amendment to the schema for the name parts cardinalities including short 
names to better address the generic products in the upcoming few weeks. 

First news of a new schema being planned! 

Discrepancies in Controlled Vocabulary names are intentional 

In the guidance and CVs issued for SSI indicates the names of the CVs to be used.  
However in the XSD and the examples that EMA has used, in about 30 of the cases the CV 
names are different between the two sources.  Some are fairly obvious eg. ‘Substance 
Class’ and ‘Substance Classification’ but others are more significant such as ‘Method of 
Measure’ and ‘Molecular Weight Method’ or ‘Organism name’ and ‘Gene Sequence Origin’.  
Despite these differences EMA has indicated that both are correct and that the CV names 
will not be changed. 

Can a Substance be in two Substance Classes? 

The ISO IDMP standards states that a substance can be in more than one class.  Asked 
how this would be handled in EVMPD since only one class can be defined EMA asked me 
for an example substance.  I then asked the author of the ISO standard who works at FDA.  
He suggested that a pegylated protein could be described both as a protein and as a 
polymer but that EMA and FDA were discussing whether in practice it would be better to 
have it defined within one class only.  So no definitive answer on that yet. 

Updating products submitted under the old EVPRM 

For products already in EVMPD there are two potential ways that a new record could be 
submitted, either to update the old record or to submit a new one.  At the EVMPD training 
EMA indicated that both options would be acceptable.  Obviously, submitting a new record 
will create a duplicate but they will be able to differentiate between old EVMPD records and 
new XEVMPD records and they would clean up the old duplicate records at some point. 
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Scope of products to be submitted 

It is not required to submit products where the licence has been withdrawn.  However, if the 
product has a license but is not on the market these need to be submitted. 

Use of the Public Domain flag in the SSI 

This refers to whether the information being presented is in the public domain, not the 
source of that information.  For example, a chemical name for the substance may have been 
obtained from the Marketing Authorisation Application.  The chemical name is in the public 
domain and is declared as such but obviously the MAA is not in the Public Domain.  By 
declaring the source as the MAA it does not mean that the MAA will be in the Public Domain. 

Inclusion of a JPEG for chemical structure 

The provision of a structural representation is optional but if provided it should be given as a 
JPEG.  No mention was made in the guidance about how this should be done.  The answer 
is that it is not a separate attachment file and the JPEG should be encoded using Base64 
(RFC 2045) and embedded within the SSI XML.  Apache Codec provides a Java 
implementation and can be accessed at http://commons.apache.org/codec.   

Vendor and Service Provider Market 

The requirement to submit EVMPD records by 2 July 2012, together with the number of 
MAHs and products involved has certainly stimulated the vendor and service provider 
market.  Prior to the July 2011 announcement to my knowledge only four off-the-shelf 
regulatory information management systems were capable of EVPRM output (Aris Global’s 
Register, Liquent’s Insight for Registration, Extedo’s DRA Manager and Samarind’s RMS) 
but between them they only has about five clients actually using the EVPRM functionality.  
Another ISI’s RegTracker did have it in at one point but because no customer was using it 
was not included in a later release.  A handful of service providers were offering EVMPD 
input, using the EMA’s web tool, mainly as a service in addition to the management of 
pharmacovigilance for the client. 

All that has changed.  I know of 13 vendors who have publicly announced their intent to 
supply EVMPD tools and at least another three that haven’t yet announced.  At least ten 
service providers will be offering EVMPD services.  I’m sure that more will be proposing 
services as well.  As mentioned above, one of the key challenges will be the testing of these 
tools prior to extensive release.  There are still significant parts of the specification to be 
finalised before tools can be considered as EVMPD-compliant. 

Whilst not endorsing any particular supplier (I am working with too many of them to do that), 
if there is interest from industry, vendors I would be prepared to place a list of software 
vendors and service providers on a web-page on my site linking to their sites and contacts. 
Please provide feedback if this would be of interest either directly to me, via LinkedIn or 
through this contact form: http://marrconsultancy.com/contact/. 

Direct input through the EMA’s tool will be a viable alternative for a number of companies but 
what the cut-off point is, where the lack of efficiency versus a COTS solution outweighs the 

http://commons.apache.org/codec
http://marrconsultancy.com/contact/
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benefit to be gained, is as yet uncertain.  Hands-on with the EMA’s tool will help to elucidate 
that. 

Conclusion 

Addressing EVMPD in 2012 is going to be challenging for all stakeholders, whoever they 
are.  With many of the detailed requirements still to be clarified, identification of the data to 
be supplied, human resources to collate and submit data, finalisation of software to be used 
and the business processes to be operated all remain uncertain.  EMA have similar issues 
as industry – too much to do in a very short timeframe but the sooner EMA provides 
definitive statements on timing, scope and open issues the greater that chance of every 
stakeholder achieving compliance.  Hopefully we will get these by mid-January but this is by 
no means certain. 

As the supposed Chinese proverb states ‘May you live in interesting times’.  2012 will 
definitely be interesting for many of us. 

 

 

 

22 December 2011 

© Marr Consultancy Ltd 


