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Submission date of the EFPIA response: 
17 May 2017
Contact: Sini Eskola (sini.eskola@efpia.eu)
Submission of comments [Introduction/instructions from EMA website]
The European Medicines Agency policy on access to documents and both Output Tables are available for public consultation. 
The revision of the policy is based on EMA’s experience with the original policy introduced in 2010. The new version extends the scope of the policy to include explicitly corporate documents and takes into account the Agency’s proactive approach to transparency that has led to the publication of many more documents on the EMA website since 2010.
The main changes made are summarised below: 

· The scope of the policy has been extended to include corporate documents; consequently the title of the policy has been amended to reflect this change.

· The classification of the documents has been changed into “releasable” or “non-releasable”.

· The section on protection of internal deliberations has been amended to clarify when procedures are considered to be concluded and a section on transparency has been added to clarify the level of transparency on the requests, and on the beneficiaries of the requests. 

· The rules for the implementation of Regulation (EC) No 1049/2001 have been changed into arrangements for the implementation of said Regulation and these arrangements have been presented as an annex to this policy, although relevant information (i.e. on the scope, on the definitions) has been included in the body of the policy. 

· The section on the implementation of the policy has been reworded to emphasise the documents that are proactively published. An explanation as to how the Agency meets its legal obligations as required by Article 73 of Regulation (EC) 726/2004 and Articles 2(4) and 11 of Regulation (EC) 1049/2001 has been added.

Changes made to the policy itself have been highlighted in yellow.

A new table is provided with the access rules for corporate documents held by EMA: “Output of the European Medicines Agency policy on access to documents related to corporate documents”. 

A revised table with the access rules for documents related to medicines for human and veterinary use held by EMA: “Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use”. Please note that changes made have not been highlighted.
The public consultation period is from 17 February 2017 to 18 May 2017.

Comments are welcomed and should be entered in the comments section that is specific to each document. EMA will review all comments made.
Please note that the comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF) to: ATDPolicy@ema.europa.eu
1.  European Medicines Agency policy on access to documents (EMA/7-29522/2016)
The policy on access to documents (EMA/ 729522/2016) highlights the European Medicines Agency’s (EMA) approach to embrace openness of operations as an important feature and the widest possible access to the documents that it produces or receives and has in its possession. The policy has been revised to take into account experience gained since the introduction of the policy in 2010. 
Please use the table below to comment on the European Medicines Agency policy on access to documents (EMA/729522/2016).
	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	GENERAL EFPIA comments
	EFPIA welcomes the opportunity to comment on the revised access to documents policy and the associated output documents. 

As a general observation, it is noted that the scope and principles of policy 0043 and the rules (arrangements) for implementation of Regulation (EC) No 1049/2001 on access to EMA documents remain largely unchanged. Specific comments are provided below on the new text highlighted by the EMA but also on other sections that merit reconsideration since the guideline was first published in 2014. 
In relation to industry experience with policy 0043, the key concerns for EFPIA continue to be:

· Level of protection afforded to private interests – both CCI (commercially confidential information) and PPD (personal protected data).
· Large volume of requests with insufficient advanced notification or processing time with the associated risk of not fully redacting PPD.
· PPD in third-party documents not being properly redacted by the EMA before being disclosed to the requestor.
· Not routinely consulting third-parties before disclosing documents created by them (Article 4, Regulation EC 1049/2001)
· Clarity around the meaning of CCI and who decides whether something is CCI.
· Clarity of who the Data Controller under Policy 0043 is.

· Short timelines for sponsor/MAH consultation (currently 5 days) which in most cases is extremely disruptive for operations. The relevant section of Policy 043 states “no shorter than five working days.” A pragmatic and realistic approach to timelines is needed.

Our other concerns with the EMA draft revised guideline include:

· Reclassification of certain documents (Orphan designations and Paediatric Investigation Plans; see below)

· An apparent shift in the decision-making regarding exceptions to disclosure, by repeatedly emphasising the role of the EMA ([EMA] determines that in the ‘Arrangements Section’.) Currently, the absence of these words suggest that the decision-making process is more collegial. We are concerned that this amendment reflects an intent on the part of the EMA to consult less with third-parties before disclosing documents created by those third-parties. If that is the intent, EFPIA is opposed to this. We recommend that a decision as to whether disclosure would b likely to undermine the protection of commercial interests is taken with the originator of the document. If the originator already consulted during a previous request, the originator should in any event be informed of the new request.
Specifically on Orphan Designation and Paediatric Investigation Plan:

· As one of our major observations, EFPIA is surprised with the EMA proposed classification changes to Orphan designation and Paediatric Investigation Plan in the “Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use”. The proposed changes were not mentioned in the press release on the revised Policy 0043 published on the EMA website on the 17 of February 2017 
(http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2017/02/news_detail_002697.jsp&mid=WC0b01ac058004d5c1). 

It is not so much a question of what as of when. At the time of decision the two documents are still of strategic value for the development activities to be conducted. We argue that the currently available information on the EMA website i.e., Public summary of opinion on Orphan Designation and European Medicines Agency Decision on PIP is sufficient to meet the needs of the public.

In addition, if our understanding of the Output table is correct, the disclosure changes regarding orphan designations and paediatric data early in development is in direct conflict with other sections in the draft revised Policy 0043 guideline. The guideline states that “In practice this means for documents related to medicinal products that these will be considered as non-releasable prior to the availability of the Commission Decision granting, refusing or varying the marketing authorisation for the particular medicinal product, or prior to the receipt of the withdrawal letter submitted by the pharmaceutical company.” (Lines 123-126).

It is further stated that “In case of an assessment made by those EMA scientific committees, where the assessment is part of an ongoing marketing authorisation application or variation, this assessment is considered non-releasable until the availability of the Commission Decision on the granting or refusal on, or the variation to the marketing authorisation, or the receipt of the withdrawal letter submitted by the pharmaceutical company” (Lines 129 – 133).

We strongly believe that the proposed changes concerning Orphan designations and PIPs, are harmful, will lead to unnecessary disclosure of commercially confidential information (CCI) and disincentivise innovation. 
	Please see our proposed changes further down in this table which aim at proposing a solution to address the points of our key observations/concerns. 

	SPECIFIC EFPIA COMMENTS
	
	

	Line 39


	The EMA uses the word “corporate” document but does not define the word
	Define “corporate document”

	Lines 44-45
	Whilst the aim of policy 0043 is to ensure the widest possible access to the documents the EMA produces, receives or has in its possession and to ensure that it effectively meet its obligations under Regulation (EC) No 1049/2001, the “right of access” to EMA documents (subject to certain exceptions) does not confer a “a right to reproduce” or “right to publish” EMA documents on requestors (or third-parties).
	Proposed changes: The EMA should consider drafting ‘Terms of Use’ (ToU) or, if this is not considered legally feasible, having a ‘standard notice’ in the policy. The ‘Terms of Use’/standard notice should state clearly that requestors should not reproduce or disseminate documents further (in line with Article 16 of Regulation 1049/2001).

	Lines 53-55
	The long sentence is ambiguous. If it means that EMA security-sensitive information is out of scope, the guidance should simply state this.
	Change to read: “As necessary, EMA reserves the right to classify internal security-related information as out-of-scope.”

	Line 59
	The term “within the EMA sphere of responsibility” is ambiguous.
	Change to read: “…within the EMA remit and responsibilities.” to remain consistent with line 73 of the updated draft policy document.

	Lines 60-61
	Access to documents generated by companies and submitted to the Agency is frequently requested. By consequence, the fact that sponsors and Marketing Authorisation Holders are key third-parties must be explicit.
	Change to read: “Third party shall mean any natural or legal person, or any entity outside the EMA, including the Member States, other EU or non-EU institutions or bodies, third countries, product sponsors, applicants and Marketing Authorisation Holders.”



	Lines 84-86; 134-136; 279; 282; 287


	The term overriding public interest gives considerable leeway for interpretation by the EMA. The interest of transparency in general cannot in itself be sufficient in a situation where precisely, transparency has to be weighed against other interests. There has to be a more specific justification why disclosure is deemed to take precedence. 
	Consider sharing past examples where the public interest has overridden other concerns.

	Lines 87-94
	It is stated that “…EMA will also apply the principle of proportionality in order to avoid that performance of core tasks assigned to EMA is jeopardised. […] EMA will liaise with the applicant in order to seek agreement on a fair and reasonable solution whenever the request addresses a long list of documents...”

It would be fair and reasonable to have a reciprocal principle for MAHs in terms reviewing documents (as third-party authors) prior to disclosure. 

Last, we understand that when several requests are submitted in parallel by a requestor, EMA only processes one request at a time. 


	Proposed changes: 

It is suggested that wording be added to explain that EMA will consult with MAHs to agree realistic schedules and deadlines where a long list of documents has been requested or documents require extensive redaction. This would alleviate some of the burden on industry and address some of the (recognised) concerns stated in the general comments section above.

When request for a large volume of documents is made there should be full transparency regarding the list of documents requested at the outset, as the totality of the documentation requested may be a relevant consideration in the CCI assessment. 

It is also suggested that the guideline recommend requestors to indicate the degree of priority when making multiple requests. The concerned MAH should be informed that a series of requests have been made, even though some may be on hold. Advance information about planned dates for ‘batches’ would facilitate MAH planning.

	Line 105



	It is unclear when this updated draft policy 0043 document will become effective and implemented. The implementation of Regulation (EC) No. 2016/679 will only be effective from 25 May 2018 onwards. If 45/2001 is still applicable would possibly be relevant to just include both.


	Change to read: “Protection of privacy and the integrity of the individual will be ensured in accordance with EU legislation concerning protection of personal data, namely Regulation (EC) 45/2001 and Regulation (EC) 2016/679.”

	Lines 112-116
	EFPIA is concerned by a proposed extended access to COMP summary reports and Paediatric Investigational Plans (PIPs) 
	Refer to our detailed comments  in the section for Output table.

	121


	Preliminary PRAC/CHMP Rapporteur assessment reports are considered as preparatory documents and therefore should not be disclosed (incl. D80 and D150 assessment reports in initial MAA review)
	

	Lines 139-141
	There is an ambiguity regarding information of the originator when several applicants are requesting several times the same document(s)
	Change to read: “When the applicant requests access to a third-party document, EMA will always inform the originator, even if the requested documents have already been disclosed to other applicants in a prior request. If there is more than one requester for a given document, the originator will be informed of this.” 
Remove the sentence: “Only in case of doubt on the confidential nature of the document or parts thereof, EMA may consult the originator prior to taking any decision on disclosure.” 

	Lines 157-159
	The wording leaves a doubt whether requestor affiliations will be revealed or not. It is further not clear whether the Agency refers to the “Organisation/employer” field or to the “Who you are” field of the request form
	Change to read: “The beneficiaries of the requested documents will be asked to provide their affiliation (eg, academia or industry). Summary information about the different categories of beneficiaries will be published in aggregate annually.”

Clarify which field is referred to

Consider whether the identity of the requester can be revealed to the document owner (sponsor or MAH)

	Line 173
	The output table is considered as a living document. 
	Consider whether to indicate frequency of new versions (e.g., bi-annually) and how they will be announced. Let them be subject to public consultations and allow adequate time for preparing responses.

	Lines 192-193
	Third party documents are considered non-releasable by default but the list of third parties is long. 
Secondly, the experience of EFPIA member companies is that the principles for CCI and PPD have not been applied consistently to Policy 0043 and Policy 0070. It is not clear whether the two policies will be handled by the same or separate groups within the Agency.
	Clarify if the scope of “third parties” in this sentence is the same as in line 60.

Clarify that the EMA will ensure a consistent and harmonised approach applied to both regardless of the internal processes.

	Lines 198-202
	It is suggested that the EMA in exceptional cases may consider holding such information subject to ongoing foreign marketing authorisation applications. In particular, documents containing interim results could be classified as not accessible

If EMA received documents from an ongoing active blinded randomized trial even as part of an authorisation application, these data should be considered to be “non-releasable” until such time as that studies' end of trial notification has been submitted in the EU or until it is considered by the third party that ongoing activities are finalized. Under the current policy 043, even if a sponsor could consult with EMA to withhold or modify the release per policy 070 there could be a chance that a policy 043 request could be made. In such a circumstance the sponsor would need to redact such documents to protect treatment assignment and this could be impossible and could jeopardise the scientific integrity of that trial. As an example for further international trends in the area, Health Canada’s proposal for public release of clinical information in drug submissions and medical device applications clearly states that “clinical study reports, overviews, and summaries will cease to be CCI unless data contains information on secondary or exploratory end points which may constitute a component of an on-going development programme. The term “completed clinical trials” for drugs and “completed clinical studies” for medical devices is meant to exclude interim clinical study results. The disclosure of clinical results prior to the completion of the study may risk jeopardizing the completion or integrity of the study by un-blinding a blinded study.
	We suggest to add after line 202: “Steps will also be taken to protect the scientific integrity of ongoing research activities, such as protecting access to information relating to ongoing clinical trials (e.g. by limiting access to interim data for ongoing blinded trials).”

	Lines 198-206
	EFPIA acknowledges the approach. However, when the EMA are reviewing the ‘justification table for redactions’ it would be helpful if the integrity of the table (as commented on by the MAH) could be maintained with the EMA providing their comments against each individual line item submitted by the MAH. This would make it easier to understand what is, and what is not, accepted as CCI (and the reasons why). This in view of preparing for any future Policy 043 requests. 


	Maintain the integrity of “justification table for redaction” with the both MAH justifications and EMA comments.

Additionally, it may be helpful to clarify that there may be further (albeit limited) scope for dialogue with the EMA following their initial response to our redaction requests and the final decision to release.



	Lines 203-205
	In the ‘Summary report of the webinar on the implementation of Policy 070 and revised external guidance to industry’ (dated 16 February 2017) it is stated that “the methodology followed to identify possible CCI (…) is exactly the same”. This being the case, it would be inconsequential, undermine Policy 070 and impose an unreasonable workload on sponsors, to require the MAH to redact the same document twice. A document disclosed on the EMA website should be released unchanged, in case of an Access to Documents request. Admittedly, the release of information under Policy 0043 would not be conditioned by the ‘Terms of Use’. Furthermore, it seems the spirit of the paragraph 4.4 and the introduced concept of “two-fold approach” to implementation of public access would rather warrant to refer a policy 43 applicant to policy 70 EMA clinical data platform in case the requested document was already proactively disclosed.
	Clarify that a document already disclosed under Policy 0070 will be released in identical format if subject to a subsequent Policy 0043 request. 

Alternatively, that the requester could be encouraged to consult the document on the Policy 070 web portal.

	Lines 274; 281; 285-286; 288-289
	New highlighted text in the annex to policy 0043 (“it determines that”; “determines that”; “has already been determined”) has the effect of shifting the decision-making authority on what constitutes “commercial interests of a natural or legal person” (exclusively) to the EMA. The inference is that the EMA intends to consult less with relevant third-parties. 

The EMA is not best positioned to determine what constitutes a “commercial interest” and “shall” (Article 4, Regulation EC 1049/2001) consult with the relevant third-party when there is any doubt. Furthermore, the EMA is unlikely to know if the documents inadvertently reveal the identities of individual company staff.
	Revert to prior wording reflecting a collaborative approach when determining CCI in accordance with Regulation EC 1049/2001.

	Lines 274-278
	We suggest adding here a short statement on the need to protect data on interim results and ongoing studies (see comment on line 123).
	Please add: 

“d) integrity of ongoing research (e.g. interim data from ongoing clinical studies)”.

	Lines 288-290
	As currently written, the guideline could be viewed as suggesting that EMA need not consult with a third party prior to disclosure if EMA has already made up its mind about whether a document is releasable. EMA should consult with the third party to assess whether an exception to disclosure applies unless EMA has already previously consulted with the third party to determine whether the document shall be disclosed. 

In the latter, the EMA shall nevertheless inform the third party that a new request was made.
	Change to read: “As regards third-party documents, EMA shall consult with the third party with a view to assessing whether an exception in paragraph 1 or 2 is applicable, unless EMA has previously consulted with the third party and it has already been determined that the document shall or shall not be disclosed. In case of already disclosed documents, EMA will simply inform the third party that the request will be fulfilled” 



	Lines 304-318

Lines 319-333

Lines 348-352


	Regulation EC 1049/2001 states that the EMA should within 15 days of registering a request, either grant access to “the document” or, in written state the reasons for not doing so. 

We understand that the reality is that many requests are not for a single document but for large or large and multiple documents. This may not have been foreseen when the original Rules for Implementation were drafted.

In the light of the practical experience, the revision is an opportunity to revisit the unrealistically short durations defined in the original Policy 0043 guidance document.

We request that timely alignment on expectations with the third-party takes place to avoid overburdening requests for both sides. Moreover, please consider that 15 day extensions could be usefully applied also in cases of high complexity of the subject-matter or other complex circumstances (in case of licensing agreements, co-development, etc.) where there are several stakeholders involved and not simply due to the size of the documents requested.

A public status table for Policy 0043 requests would facilitate the workload planning management for MAHs but also make the process more clear and understandable for the general public, patients and academia.
	Consider to:

· Define large requests (e.g. by specifying a page limit)

· Apply an automatic 15 day extension to large requests

· Allow the sponsor to have an extended consultation period in selected complex/long requests and align pragmatically with the sponsor on timeline expectations and needs.

· Ask requestors to indicate priorities in case of large requests (i.e. which of the documents requested should be provided with priority)

· In the framework of transparency, the EMA could make their processing of request more transparent by publishing on regular basis a table with the number of pending requests, the company impacted and the estimated timeline for processing. 


	Lines 335-336
	It would be useful to clarify that these exceptions relate to article 3 of the Rules for the implementation of Regulation (EC) No 1049/2001 on access to EMA documents (can create confusion with article 4 of the same regulation).
	Change to read: “Where EMA receives an application for access to a document, which it holds, but which originates from a third party, EMA shall check whether one of the exceptions provided for by Article 3 of the Rules for the implementation of Regulation (EC) No 1049/2001 on access to EMA documents applies.”

	Line 340-342
	The originator should always be informed, see our previous comments.

We would appreciate further clarification on what EMA considers as something “disclosed either by its author or under Regulation (EC) No 1049/2001 341 or similar provisions”, especially in cases where disclosure has taken place with some redaction already but in different jurisdictions. Imagining a document has been released previously (e.g. a protocol with redactions disclosed as per FDAAA final rule) in the US, the EMA should in any case consult with the sponsor to ensure redaction according to current EU requirements is done adequately.
	Change to read: EMA may grant the application without consulting (only informing) the third-party author where the document requested has already been disclosed either by its author or under Regulation (EC) No 1049/2001 341 or similar provisions in line with EU requirements.

	Lines 343-347
	Examples of which documents might be released without consultation with the sponsor would be helpful. Similarly, examples of documents provided by the Member States
	Include examples in this section.

	Lines 353-355
	We propose that a more formal appeals process is put in place. At present, an MAH who opposes disclosure has to start court proceedings in order to try and prevent disclosure. It may be more helpful and cost-effective to have an appeal hearing where the MAH can be assured of the opportunity to make oral representations to better explain why disclosure should be denied.
	Consider to create the possibility of an appeal hearing

	Lines 361-362


	The copyright policy referred to covers documents under EMA copyright. The guidance should spell out that third-party documents, or parts thereof, may be protected under third-party copyright.


	Change to read: “EMA documents are subject to EMA’s copyright policy accessible on EMA’s website (http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/10/WC500004627.pdf ). Third party documents or parts thereof, is frequently subject to third party copyright. Permission for reproduction must be obtained from this copyright holder.”

	Footnote on Page 3 of 11, Lines 92, 94, 110, 138, 299, 300, 303, 306, 309, 311, 315, 317, 325, 329, 332, 338, 357
	The definition of “applicant” in the context of this policy can be misleading with the other text within the updated draft policy document (and also the changes proposed here by the industry group). 
	Proposed change: In keeping with the term used within EMA/304162/2014 “Guide on access to unpublished documents”, suggest to use the term “requester” to mean any natural or legal person filing an application for access to documents pursuant to the principles set in Regulation (EC) No 1049/2001. 


Please add more rows if needed.

2.  Output of the European Medicines Agency policy on access to documents related to corporate documents (EMA/183710/2016)

This ‘Output Table Corporate’ relates to corporate documents, for example to conflicts of interest declarations, SOPs and WINs and corporate documents that are already publically available on the EMA’s website. 
Please use the table below to comment on the Output of the European Medicines Agency policy on access to documents related to corporate documents (EMA/183710/2016).
	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	-

	EFPIA has no comments to make on the output table for corporate documents.
	-


3.  Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use (EMA/127362/2006, Rev. 1)

This “Output Table Scientific” lists the document types which may be subject to requests for access to documents related to medicinal products for human and veterinary use. 

Please use the table below to comment on the Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use (EMA/127362/2006, Rev. 1).

	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	Lines 12-13

	The output table is considered as a living document. 
	Consider whether to indicate frequency of new versions (e.g., bi-annually) and how they will be announced.

	Lines 65, 67, 69 and 72
	The documents related to arbitration/ referral procedures (CAPs and NAPs) are non- releasable prior to Commission Decision (CD) on the Committee opinion as pointed in lines 64, 66, 68, and line after 71 and before 72. Thus, the relevant decision to trigger release of document for these procedures is CD. Therefore, the text in lines 65, 67, 69 and 72 need to be revised.

Preliminary PRAC/CHMP Rapporteur assessment reports considered as preparatory documents and therefore should not be disclosed (incl. D80 and D150 assessment reports in initial MAA review)
	Change to read: “R once Commission decision granting or refusing the MA/variations to the MA, or Commission Decision on the Opinion on the outcome of arbitration/referral procedure has been made public.”

Remove line 69  

	Lines 111 -112
	According to the revised Output table COMP Summary Report (orphan designation), Written comments from COMP Members and LoQs are releasable once Commission Decision granting or refusing the designation is available (or company’s letter notifying the withdrawal). We strongly believe that the release of information related to orphan designation that early in development is against the principles described in the revised Policy 0043. Thus, release of orphan designation documents prior to marketing authorisation is unacceptable.

· The documents contain commercially confidential information that cannot be safely redacted

· Such a release will disincentivise innovation 

· The released documents can support similar submissions globally

The documents contain commercially confidential information that cannot be safely redacted: We strongly believe that COMP Summary Report (orphan designation) in particular contains a substantial amount of commercially confidential information (CCI) throughout the complete document, more specifically in sections Section B1: Prevalence of the orphan disease of condition in the community, Section C: Potential for return on investment, Section D3: Justification of significant benefit, and Section E1: Summary of the development of the product. 

Section B1: Prevalence of the orphan disease of condition in the community. Even though EMA has Points to consider on the calculation and reporting of the prevalence of a condition for orphan designation, there is a fair and significant element of innovation on how each sponsor will use and combine the different sources to calculate the prevalence. Additionally, commercial registries may be used to support these calculations, and as a result, there may be also a body of information that has its own economic value.

Section C: Potential for return on investments. This section includes information on Grants and tax incentives, Past and future costs, Production and marketing costs, Expected revenues, which is clearly commercially confidential information and should by no circumstances be released to the public. 

Section D3: Justification of significant benefit

The information in this section describes in effect the process that will be used to generate the data that, at the time of MA, will allow a company to claim the key incentive 10- year market exclusivity (ME). The public disclosure of this information or part of it early in the development may block the company from enjoying the ME in the future.

Section E1: Summary of the development of the product

This section often includes information on non-clinical PK and metabolism studies that may not be publically available yet.

Simple redaction of these sections from the document will not be sufficient to protect the CCI because other parts of the Report will be still giving reference and potentially hints on the information in sections B1, D3 and E1. 

Additionally, we believe that all of the sections include a combination of public data and secret data, which in itself is an inventive strategy.

Such a release will disincentivise innovation in orphan conditions/indications: Regulation 141/2000 on orphan medicinal products has been put in place in order to incentivise development in these rare conditions/indications. However, making publically releasable detailed information on the orphan designation early in product development will have the opposite effect on the industry. One of the key incentives for orphan product is the 10-year market exclusivity (ME). However, the ME is applicable only for the first product approved in the specific therapeutic indication unless significant clinical benefit is established. Therefore, the timing of the MA submission is essential for the possibility to utilise the key incentive. Release of information on orphan designation early in development may be used by other companies to undermine the first company’s commercial interest and to potentially prevent it from utilising the 10 years ME.  

The released documents can support similar submission globally: Companies are applying for orphan designations early in the drug development. For strategic reasons, it is possible that the application in EU is earlier than in other regions. If this information released following the EC decision on orphan designation then the document package including arguments can be used for orphan designation submission in the EU and outside of the EU for similar compounds, and this may undermining the company commercial interest globally. 

In addition, it has to be noted that the currently effective Output table clearly states that this type of information can be made public only  “P once Commission Decision is available for concerned medicinal product granting or refusing the orphan MA/ new orphan indication (or company’s letter notifying the

withdrawal)”.

Based on the rationale above we strongly believe that the text in the Output table has to be revised as proposed below which is in line with the currently effective Output table.
	Change to read: 
“Non-R prior to Commission Decision granting or refusing the orphan designation MA/new orphan indication is available (or company’s letter notifying the withdrawal of the MA application”

“R once Commission Decision granting or refusing the orphan designation MA/new orphan indication is available (or company’s letter notifying the withdrawal of the MA application”



	Lines 128 and 182
	We understand that this refer to a full publication of the EMA decision on the PIP and not to the publication of the redacted version as currently foreseen in SOP/H/3455 (http://www.ema.europa.eu/docs/en_GB/document_library/Standard_Operating_Procedure_-_SOP/2009/09/WC500003019.pdf).

In addition to the above, because paediatric investigation plans (PIPs) must be agreed early in development, disclosing such information that early is fully unacceptable because: 

· PIPs contain commercially confidential information and 

· Such a release would disincentivises innovation. 

Commercially confidential information: Section 4 of Annex I “Details of Agreed Measures” includes detailed information about the development plan including clinical, non-clinical and quality measures for the paediatric development. Because PIPs are linked to products that have competitors, this premature disclosure of a complete development program that contains innovative information is putting development at risk.
Additionally these documents may contain valuable CCI also related to innovative new formulations and administration regimes designed specifically for pediatric populations, which are of public health benefit. 
Such a release would disincentivise innovation: It is an obligation for the sponsor to submit PIP early in development. However, publication of EMA Decisions on PIPs may lead to delayed submission of all paediatric development plans and, in particular, put paediatric-only indication development at risk because it will disclose the full product development plan. 

Further, in order to protect commercially confidential information, companies developing first in class products may decide to delay their PIP submission in order to avoid public release of information in the competitive environment. 

This will be in direct contradiction to the Paediatric Regulation (EC) No 1901/2006, which is aiming to “facilitate the development and accessibility of medicinal products for use in the paediatric population” (Recital 4).

Therefore, we strongly believe that that such level of details should not be made publically available on the EMA website proactively but should be released only upon third party request under the conditions specified below.
	Change to read:

Non-R prior to the European Commission Decision for the concerned medicinal product, granting or refusing the MA/new indication to which the PIP relates (or company’s letter notifying the withdrawal of the MA application) 

R once EMA Decision European Commission Decision is available for the concerned medicinal product, granting or refusing the MA/new indication or the application for inclusion the results of the PIP studies in the SmPC to which the PIP Decision relates (or company’s letter notifying the withdrawal of the MA application).



	Line 132
	Often the paediatric studies do not lead to granting or refusing MA or new indication to which PIP decision relates. PIP studies may lead only to inclusion of PIP data in the Summary of Product Characteristics. 
	Change to read: “R once the Competent Authority’s Decision is available for the concerned medicinal product, granting or refusing the MA/new indication or the application for inclusion of the results of the PIP studies in the SmPC to which the PIP Decision relates (or company’s letter notifying the withdrawal of the MA)”

	Page 58, Footnote 7


	Footnote 7 states that “Redaction of EMA documents will be carried out to remove any reference to commercial confidential information or to personal data.” [emphasis added]. Is this claim still valid today, given how our understanding of what may legally constitute personal data has evolved since 2010?

Anecdotal experience under Access to Documents suggests EMA expects a “lighter touch” with regard to anonymisation than is true under Policy 0070. But this is not spelled out in the policy, nor any rationale offered for a difference in approach, if there is one.  
	Clarification of expectations for the protection of personal data would be welcome.  Topics that would benefit from discussion include:
· Is the approach to personal data indeed different under Policy 0070 and Policy 0043? If so, it would be important to know how and for what reason. 

· Under Policy 0043, are there are any restrictions on how recipients may use the disclosed reports, such as attempting to re-identify trial participants or releasing the reports publicly? This would affect the anonymisation standard.

Does EMA accept full legal responsibility for protection of personal data under Policy 0043?


Please add more rows if needed.
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	Telephone

+44 (0)20 3660 6000

Facsimile

+44 (0)20 3660 5555

Send a question via our website www.ema.europa.eu/contact
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