Final version. November 2004

Pharmaceutical Industry/Publishers’ Working Group Report on External Distribution of E-Content

Introduction 

In this Report and its accompanying Guidelines the Pharmaceutical Industry/Publishers’ Working Group has attempted to clarify, with definitions (and examples where necessary), the different uses which pharmaceutical companies wish to make of electronic content.   We have also made suggestions about the types of agreement which might cover such uses.   Such agreements should be as simple and swift as possible, together with a straightforward, unambiguous pricing model, whether the agreement be direct between the two parties, or via an intermediary.

Although meetings were held in London, the Working Group was international in membership and it is hoped that our findings and Guidelines will be equally international in application.

These Guidelines are inevitably a dynamic document – as experience with their implementation evolves, and as technology improves, we plan to revisit the Guidelines approximately annually, and hope that future revisions will simplify them in the next few years.

This Report and the Guidelines are the result of a very successful collaboration.  The Working Group worked well together, with little controversy;  this demonstrates the good working relationship between the two parties, who understand each other’s needs and are willing to work together to meet them.

Preamble

Publishers recognise that it is important to pharmaceutical companies to be able to distribute journal articles and other material to third parties in the course of their business.  Pharmaceutical companies recognise that publishers need to be able to maintain adequate profitability if they are to continue to publish this material;  they have no wish to damage publishers’ businesses, either directly by paying less than a fair price for their use of this material, or indirectly by enabling unauthorised redistribution of their publications.   In the print world, publishers have given permission to make and distribute single photocopies, and have supplied bulk quantities of reprints, for this purpose;  the latter has, in some cases, formed a significant revenue element for the journals.   Electronic technologies, however, enable unauthorised distribution of documents in ways which could prove extremely damaging to both authors’ and publishers’ interests.   In working out workable electronic equivalents to the bulk reprints of the print world, therefore, it is essential that mutually acceptable methods of protection are found.

The integrity of the original article is of equal importance to the publisher (and author) and to the pharmaceutical company;  both require that the content should be unchanged, and ideally the format of the original publication should also be preserved.

Publishers and pharmaceutical companies have previously worked together in a very constructive spirit to draft the ‘STM/PDR draft sample licence’ for corporate licensing of electronic journals, on which representatives of the International Association of Science, Technology and Medical Publishers (STM) and the Pharma Documentation Ring (PDR) worked (see http://www.alpsp.org/stmpdr.pdf).   Many of the definitions and other wording therein have been drawn upon by the present group, and extracts are quoted in the attached Guidelines.   The collective licence for photocopying and scanning within pharmaceutical companies from the UK’s Copyright Licensing Agency (CLA) (http://www.cla.co.uk – the licence itself is not publicly available) is also the result of close and collaborative discussion and provides a useful reference – relevant wording is also quoted from this in the Guidelines.   We have also quoted illustrative wording from the licence offered to pharmaceutical companies by the US Copyright Clearance Center (CCC) (http://www.copyright.com).  

The STM/PDR licence covers regulatory, legal and medical information use of licensed material;  in addition, the CLA licence makes provision for regulatory and medical information (but not legal) use of material which is either not licensed (it may, for example, have been acquired as a copyright-paid single document from the British Library or a similar supplier) or where those rights are not explicitly granted in the original licence.

However, although the STM/PDR licence offers an optional clause for marketing use, this is rarely if ever taken up; and the CLA licence explicitly excludes marketing use.  We wanted to understand why this was the case, and our attention was therefore particularly focused on the issues surrounding marketing use.  We have attempted to arrive at clear definitions, and helpful suggested conditions of use, which would help publishers devise their own way of licensing this use in as straightforward a way as possible.

The Guidelines

The Guidelines focus primarily on Marketing use.  Usage for other purposes such as regulatory, legal and medical information plays only a minor role and is increasingly covered by e-journal licences. For completeness and clarity, however, definitions and brief discussion of each are included in the guidelines, together with sample wording from the STM/PDR, CCC and CLA licences where available.

The format of the Guidelines for each type of use is as follows:

· Definition

· Suggested conditions of use

· Wording from other licences, where available

Marketing Use

We define this as ‘the proactive supply of multiple electronic copies of items taken from the Licensed Materials to third parties on a systematic basis for marketing purposes.’  There is consensus in the group that hard copy reprints will continue for the foreseeable future to play the major role in marketing. Electronic reprints will supplement this activity but will not, in the short term, significantly change the role of traditional reprints.  However, demand for posting of articles on websites is growing.

Current formats for electronic distribution are:

· Bulk distribution as attachment (e.g. PDF) to an e-mail to physicians or other health care professionals.

· Bulk distribution via CD-ROM, USB-sticks, or other suitable storage media, e.g. at conferences. 

· Controlled download of articles to personal storage media (PDAs, e.g. handheld PCs/palmtops, USB-sticks) at conferences or on PCs in hospitals or physicians’ offices. 

· CD-ROMs containing conference databases, giving information on all presentations with links to abstracts and full texts. Distribution of this type of CD may take place 2-3 months after the conference. 

· Access to electronic copies of individual items taken from the Licensed Material via the licensee’s website, either directly or via a link to the publisher. This might be done without access restriction, giving all patients the possibility to download articles, or with controlled access for clearly defined user groups such as physicians. In this latter case access will be controlled e.g. via User-ID/password. 

· Access to e-content via sponsoring of third-party web pages such as patient organization websites (this will probably be a very limited amount).


Medical Information Use

We defined this as ‘the reactive supply by the Licensee of single copies of articles (either digital or paper copies) from the Licensed Material, to healthcare professionals or other third parties, in response to enquiries relating to the Licensee's medical products.’   This use of Licensed Material is restricted to responding to enquiries.   It does not include the proactive or multiple supply of articles for marketing, sales or other purposes, including any activity which would replace a subscription or the purchase of reprints. 

A typical example of such use is when a pharmaceutical company's Medical Information department receives an enquiry from a third party outside the company, usually in relation to the use of the company's marketed medicines.  The Medical Information scientist may include a print or electronic copy of a published article in the response to that enquiry.

A less obvious instance might be when a medical representative from a pharmaceutical company visits a doctor and discusses one of the company's products.  The doctor asks the representative for further information. The representative then asks the company's Medical Information department to provide further details to the doctor.  In such a circumstance it is permissible for the Medical Information department to supply single copies of published articles that provide relevant information.  This is a reactive response to the doctor's request.

However, if a pharmaceutical company provides copies of published articles to its representatives to distribute proactively to doctors, this is not a ‘medical information’ activity within the meaning of these Guidelines.  In such circumstances, pharmaceutical companies should use reprints or copies that are licensed for marketing use.

Technical protection

Current situation

The primary objective for publishers is to achieve the seamless dissemination of e-prints which protects their intellectual property and copyright, and controls, monitors and counts e-print usage, while enabling commercial organisations to distribute articles in bulk to the scientific and medical communities.

The technologies available to date (early 2004) do not meet the control or reporting needs of publishers or industry. This is largely due to the prohibitive cost and time involved in encrypting PDFs, and the need for recipients to download additional software in order to open encrypted articles – indeed, many institutions’ firewalls do not allow employees to download software.

The three main methods of e-print distribution are:

1. PDF – attached to an email;

2. Email containing a link back to the PDF, which is posted on either the company’s or the publisher’s website;

3. HTML email which contains the full article.

Provided that the above control and monitoring criteria can be met, the preferred option for both publishers and industry has in the past been 1, because (a) it is easiest to quantify and (b) it is the most effective form of marketing.  However, this is changing and some publishers now prefer 2, since access to the publisher’s website generates valuable usage statistics. 

One short-term e-print control would be the inclusion on e-prints of an addition to the copyright statement whereby e-print recipients only open the article on the understanding that they will not forward the article or post it on a website. This is a ‘trust’ control which would be hard to enforce, but would at least ensure that any abuse could be shown to be a conscious infringement of the conditions of supply.

Future developments

Many printers, publishers, intermediaries and IT companies are developing technologies to control and monitor the distribution of e-prints, but no industry-standard system has been developed to date.  In the fairly near future we are confident that such a technology will have been developed and that this will in due course be widely adopted by publishers.

In the meantime, publishers may feel able to adopt a ‘low-tech’ solution whereby, in addition to copyright and other notices, each copy could carry a statement that ‘This copy may not be further copied or distributed without the publisher’s permission’.   

Facilitation

Points of Contact
To facilitate the use of e-content by industry, it is helpful if publishers have a single point of contact for all licensing and online requests. If necessary this contact could then forward requests to the appropriate person within the company.  It makes it easier for customers if the contact details are prominently displayed both in the printed journal and on the website.

Pharmaceutical companies frequently wish to use materials very rapidly;  they appreciate a speedy turn-round for their enquiries.

Because the publishing industry is so diverse, the process can be facilitated by the use of aggregators, preferably on a non-exclusive basis, for pharmaceutical companies’ requests.   Larger publishers, however, often prefer a direct relationship with their customers.

Use of Intermediaries

There are three types of intermediaries that can be utilised:

1. By Industry: intermediaries generally known as aggregators, who have agreements with multiple publishers, and who service academic and corporate libraries.  Pharmaceutical companies make use of their services already, and it would facilitate their use of e-content if they could use the same companies.   It is helpful to industry if publishers work with a variety of such intermediaries.

2. By Publishers who do not have their own DRM (digital rights management) system: some third parties, such as printers, are able to act as sub-contractors, providing an electronic reprint service for publishers to facilitate the supply of ePrints to industry.
3. Several Reproduction Rights Organisations (RROs), notably the Copyright Clearance Center in the USA and the Copyright Licensing Agency in the UK, are actively developing and issuing licences enabling pharmaceutical company staff to photocopy and indeed scan publications for some if not all of the purposes outlined above.   Pharmaceutical companies would find it highly attractive to be able to work through a single clearing-house in this way, and would encourage publishers to grant the necessary rights to allow their local RROs to include electronic re-use in their pharmaceutical licences.

Licensing and pricing models

It is helpful if agreements are as simple and clear as possible, whether they are direct or via an intermediary (see above);  model licences can provide examples of useful wording.   It is also helpful if pricing models are as straightforward and unambiguous as possible.  Some possible suggestions follow.

Internal use is obviously included in a publisher’s licence for electronic journals;  regulatory and legal uses are almost always included;  and frequently, medical information (and other single-copy external) use is also included.  It may be helpful to include these uses in the publishers’ licences, as pricing for single-copy use is unlikely to be practicable or worthwhile for either party.  In addition, when copies are obtained from a third party such as a document delivery service (although this is relatively unusual), we suggest that the copyright fee paid might be considered to cover both internal and medical information use, provided the company has an appropriate copying licence (e.g. from CCC or CLA) or otherwise complies with appropriate national copyright regulations.
However, marketing uses have not been included in most publishers’ licences, perhaps understandably;  publishers are anxious about the possible loss of revenue from print reprints.   Such requests will therefore need to be dealt with individually;  however, we suggest that the pricing models adopted should be as uncomplicated as possible, to facilitate both the initial query and the processing of the order itself.   

For copies which are proactively sent out, whether as attachments to or in the body of email messages, or on physical carriers such as CD-ROMs or PDAs, it is possible to count the number of recipients to which the item was sent.  It is therefore feasible for pricing to be based on quantities in exactly the same way as reprints.    Such copies may, however, be easier to pass on to others and provisions to protect publishers against such abuses are outlined in the Guidelines.

It is more difficult to identify the components of workable pricing models for items which are mounted on a website.  If access to the website is restricted, it should be possible to establish the number of people authorised to use it, and this figure could thus form one element of the pricing model.   Actual accesses to a website item, whether closed or open access, have been found to be relatively low and this may not therefore be a satisfactory pricing numerator if used alone (nor is it likely to be a satisfactory marketing medium).

For items mounted on a website, particularly for a publicly accessible website where the potential audience cannot meaningfully be measured, one option would be for a fee for permission to mount the item in the first place – either a one-off or a time-based fee – to be combined with a payment related to the number of accesses or downloads (the former may be easier to measure).

Authorship

Pricing may be affected by the relationship of the author(s) to the pharmaceutical company.  

1. The authors may be either employees of the pharmaceutical company or sponsored (directly, or through their institution) by the pharmaceutical company.   In this case, the original publication agreement may have made provision for re-use by the author’s employer.  Even if this point was not covered, the publisher may be willing to consider reducing or even waiving its normal charge.

2. The item may be a supplement or other material completely sponsored by a pharmaceutical company.   In this case, publication will probably have been undertaken under a specific contractual arrangement which should provide for re-use;  if not, again the publisher may be willing to discuss special terms.

Conclusions

In the process of drawing up this Report and the accompanying Guidelines, the Task Force has come to realise that one of the main obstacles was a lack of understanding of what was meant by the different uses for which pharmaceutical companies were requesting permission, particularly in the case of medical information.  In the course of clarifying these different uses, we found that there was no real disagreement either about fair terms and conditions, or about the process of granting such permissions.

Legal, regulatory and medical information use is frequently covered by the licence or copyright fee under which the e-content was originally obtained from the publisher or document supplier.    Marketing use, on the other hand, does require separate licensing, which we suggest should be achieved as simply and speedily as possible, either directly or through the use of intermediaries;  the latter is pharmaceutical companies’ preferred way of dealing with the multiplicity of publishers, although larger publishers may prefer to deal direct.

The marketing use of print copies is easy to quantify and, thus, to price;  we make some suggestions for possible alternative metrics for the pricing of electronic copies, with the option of special consideration for internally-authored material.   Technical protection of distributed electronic copies is not, in our view, sufficiently sophisticated – although we expect this to change in the near future – and we therefore suggest, in the interim, a ‘trust’ solution whereby the licensee prints an appropriate warning message, alongside the publisher’s original copyright information, on all such copies.

Resources

Pharmaceutical Industry Codes of Practice: Websites

Links to pharmaceutical industry codes of practice concerning marketing, advertising and related activities: 


· UK Code of Practice for the Pharmaceutical Industry: http://www.abpi.org.uk/publications/pdfs/codeofpractise03.pdf


· European Code of Practice for the Promotion of Medicines (EFPIA): http://www.efpia.org/6_publ/codecon/Promomedicin_.PDF 


· US PhRMA Code on Interactions with Healthcare Professionals: http://www.phrma.org/publications/policy//2002-04-19.391.pdf   


· IFPMA Code of Pharmaceutical Marketing Practices: 
     http://www.ifpma.org (under ‘Publications’, ‘Marketing code’) 


· Pharma Documentation Ring/BMJ Publishing workshop: E-journals and pharmaceutical companies (2 July 2003).   Notes and presentations at http://www.alpsp.org/news/pdrbmj.htm#prog
· Previously the International Association of Scientific, Technical and Medical Publishers (STM) and the Pharma Documentation Ring (PDR) created the PDR/STM Sample e-journal licence, which can be found on: http://www.p-d-r.com/publications/publications.html or www.alpsp.org/stmpdr.pdf
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This Report and its accompanying Guidelines are endorsed by the following organisations:
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Pharmaceutical Industry/Publishers’ Working Group Guidelines for External Distribution of E-Content

1
Regulatory Use

Definition

Use by the pharmaceutical company as part of the process of regulatory approval of a new drug.  The company may be required to provide multiple copies, in print or (increasingly) electronic form, to the national regulatory authorities in each country for which the drug is to be licensed, as well as to international regulatory authorities.    Regulatory use, in addition to the approval process, also covers other purposes such as adverse event reporting, reimbursement, and re-registration.   

Suggested conditions of use

The copies are not to be used for any other purpose, and may not be altered in any way.   They must carry, without modification, those copyright notices or other notices related to Intellectual Property already incorporated in the Licensed Material.  

STM/PDR licence wording

3.2.5   [Authorised users may…] supply print or electronic copies of individual items taken from the Licensed Material to national or international pharmaceutical regulatory authorities for the purposes of regulatory approval of pharmaceutical products, under the financial terms specified in Schedule 3. 

CCC licence wording 

1 (h)   [CCC … hereby grants … the right to] transmit Authorised Reproductions, each of them a faithful and accurate representation of the applicable Electronic Repertory Work portion, to an agency of the United States government or of the government of a state (or political subdivision thereof) if required by such government for regulatory purposes (such as for new drug application or securities regulation purposes), provided that such Electronic Copy carries the copyright notice attached to the Electronic Repertory Work and is marked to the effect of “This Electronic Copy of Copyrighted Material Was Made and Delivered to the Government Under License from Copyright Clearance Center, Inc. - No Further Reproduction is Permitted.”

CLA licence wording

7.2
Regulatory Submissions
Licensee may supply Licensed Copies to the medical regulatory authorities of any jurisdiction for the purposes of making or maintaining an application for regulatory or marketing approval of any of the Licensee’s products.

2
Legal use

Definition

Use in the course of legal proceedings, where a pharmaceutical company may be required  by law to provide print or electronic copies of journal articles, for example as evidence.   

Suggested conditions of use

The copies are not to be used for any other purpose, and may not be altered in any way.   They must carry, without modification, those copyright notices or other notices related to Intellectual Property already incorporated in the Licensed Material.  

STM/PDR licence wording

3.2.6  [Authorised users may…] supply print or electronic copies of individual items taken from the Licensed Material when required by law for use in legal proceedings, under the financial terms specified in Schedule 3.

CCC licence wording 

Not included

CLA licence wording

Not included

3
Reactive distribution of single copies (e.g. Medical Information)

Definition

The reactive supply by the Licensee of single copies of articles (either digital or paper copies) from the Licensed Material, to healthcare professionals or other third parties, in response to enquiries relating to the Licensee's medical products.  This activity is normally carried out by a pharmaceutical company's Medical Information department or equivalent.

Suggested conditions of use

The copies are not to be used for any other purpose, and may not be altered in any way.   They must carry, without modification, those copyright notices or other notices related to Intellectual Property already incorporated in the Licensed Material.   In addition, they should carry a statement that the copy must not be further copied or distributed without the publisher’s permission.

STM/PDR licence wording (optional clause):

3.2.7  [Authorised users may…] supply single print [or electronic] copies of individual articles or parts of articles taken from the Licensed Material to individual third parties on request or on an ad-hoc basis for medical information purposes, under the financial and other terms specified in Schedule 3.  [Under no circumstances may electronic copies be supplied under this clause {only required if previous square-bracketed phrase”[or electronic]” is deleted}]   [Copies supplied under this clause must carry without modification copyright notices or other notices related to Intellectual Property already incorporated in the Licensed Material or as specified in Schedule 3.]

CCC licence wording 

Not included

CLA licence wording

7.1
Medical Information

Licensees may supply single Licensed Copies to health professionals or other persons legitimately requesting medical information in relation to the medical, therapeutic or technical use and support of any of the Licensees’s products, provided that either:

7.1.1 any such Licensed Copies supplied must bear the copyright legend set out in  parts 1 or 2, as appropriate, of Schedule 2; or

7.1.2 the copyright legend set out in part 3 of Schedule 2.

Schedule 2:

Part 1

Any Paper Copy supplied by a Licensee pursuant to clause 7 shall include the following statement:

“The contents of this document have been supplied to you under licence from The Copyright Licensing Agency Ltd ("CLA”) and are protected by copyright and, save as may be permitted by statute, may not be copied or otherwise reproduced (even for internal purposes) without prior permission of the copyright owner or under the terms of a licence from CLA or another authorised licensing body”.

Part 2 

Any Digital Copies supplied by a Licensee pursuant to clause 2. 7 and to clause 7 shall include the following statement: 

“The contents of this document have been supplied by electronic means to you under licence from The Copyright Licensing Agency Ltd (“CLA”) and are protected by copyright.   Save as may be permitted by statute the recipient shall not print out more than a single paper copy which itself may not be further copied, nor retransmit it electronically to anybody else or for storage without the prior permission of the copyright owner or under the terms of a licence from CLA or another authorised licensing body.”

Part 3

Either Paper Copies or Digital Copies may include the following statement in place of the wording in Parts 1 and 2 as appropriate:

“This document has been supplied under a CLA Licence.  It is protected by copyright and it may not (even for internal purposes) be further copied stored or on-copied electronically without permission, save as may be permitted by law.  The recipient may print out a single paper copy of any document received electronically”.

4
Proactive distribution of multiple copies (e.g. Marketing)

Definition 

1)   The proactive supply of multiple electronic copies of items taken from the Licensed Materials to third parties on a systematic basis for marketing purposes. 

2)   Making available to the public, from the Licensee’s website, electronic copies of individual items taken from the Licensed Material.

Suggested conditions of use

The copies are not to be used for any other purpose, and may not be altered in any way.   They must carry, without modification, those copyright notices or other notices related to Intellectual Property already incorporated in the Licensed Material.   In addition, if the publisher is content for there to be no technical copy protection in place, they should carry a statement that ‘This copy may not be further copied or distributed without the publisher’s permission’.   In the case of website access, a mutually agreed method should be employed to quantify the use for information and/or payment purposes (see ‘Licensing and Pricing Models’ in the Working Group Report).

STM/PDR licence wording (optional clauses, rarely taken up):

3.2.8   [Authorised users may…] supply multiple print [or electronic] copies of items taken from the Licensed Materials to third parties on a systematic basis for marketing purposes, under the financial and other terms specified in Schedule 3. [Under no circumstances may electronic copies be supplied under this clause {only required if previous square-bracketed phrase is deleted}] [Copies supplied under this clause must carry without modification copyright notices or other notices related to Intellectual Property as specified in Schedule 3.]

3.2.9   [Authorised users may…] make available to the public, from the Licensee’s website, electronic copies of individual items taken from the Licensed Material, under the financial terms specified in Schedule 3.

CCC licence wording 

Not included

CLA licence wording

Not included

