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Wea are sarry that diary problems prevented us from doing so by the end of November, as
we had intended, but, with apologies for the delay, we now write to respond to your letter
. of 4 August 2000 {with enclosures) about the drug roaccutane.

General observations
2. We should like to begin by making a few general points.

3. First, we must put it on record that neither the Trust nor the University has
institutionally participated in any sort of 'cover up' of the side effects of roaccutane.
Indeed, your contention (in paragraph 2 of your submission of 4 August) that,
together with a number of named individuals, both bodies have been party to such
a cover up leads us to wonder whether - at least in the context of the prosecution of
academic research - you might perhaps have misunderstood the ralationship
between the Trust and the University on the one hand and individual scientists on
the other. In talking about the Trust and the Univarsity you are talking about
corporate entities, and it would make sense to talk about such entities being parties
to covering up scientific data only if you referring to the decisions either of properly

& constituted decision-making bodies within the institution or of senior corporate

officers. For the avoidance of doubt, we must make it clear that neither institution
has been party to a covear up, and we note that, in your detailed submission, you do
not in fact offer any evidence or argument to support your contention that the Trust
and the University are themselves parties to the cover up in which you seem to
think Professor Cunliffe and some of his colleagues have been engaged.

4. =econdly, we think it would be helpful if we reiterated the approach which we have
adoptad (and are adopting) to the concerns which you have raised aboul Professor
Cunlifie and his colleagues. As we sought to explain in our letter of 1 December
1999, many of the questions and issues which you have raised in your
correspondence with us over the past two and a half years do not lie within the
jurisdiction of either the Trust or the University. |n particular, it is not for either body
to reach a corporate view on the efficacy or safety of roaccutane. Again as we
sought to explain in our letter of 1 December 1599, we can as institutions intervene
in the process of scienlific debate only if we have goad reason to suspect some
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kind of misconduct or impropriety. In s nuishell (and at the risk of over
simplitication), the issue for us in the present context is not whether Protessor
Cunliffe’s judgement about the efficacy and salety of roacculane 15 nght or wrong
bul rather whetlher he and other employees of ours have, as scientists, conducted
themselves honestly and with integrity

Thirdly, wa must emphasisa that, a= woell as having a ganeral obligation to promote
the proper conduct of science, we also have duties to our employees (and ex-
employees). We do, for example. have a duly o protecl researchers [rom
mischievous, frivolous and malicicus allegations and from allegations which are
without substance. This js the main reason why, as a matter of general policy, we
would not instigate a full investigation and hearing of any allegations of misconduct
unless and unlil preliminany screening has established thal there is a poma face
case to nvestigate, |t is cur understanding that ather scientific institutions adopt
lhe same practice,

Fourthly, we note that it 15 a theme of yvour allegations that Professor Cunlifte and
his colleagues have somehow been in the pay of Roche, your implication being that
Frofessor Cunliffe and his colleagues have been influencad in whal they have said
and published about roaccutana by a relationship with Hoche. In this connection,
we should make the point that there is a distinction to be drawn betwean
professional and personal relationships; it is one thing for a piece of ressarch to be
funded by a pharmacsutical company, and another for a scientist to receive
persanal benefits from such a company. We would remind you that a good deal of
metical research in this country is funded by pharmaceutical companies, and that
such companias sponsor or otherwise provide support for a significant propartion of
medical conferances across the world. In the interests of clarty and accuracy, 11 iz
Important o distinguish between a company's payment of emoluments to an
individual and its commissioning of research in thal individual's laboratory. It i
impartant, in othar wordg, to address the question whather the individual derives
any material personal bencfit from the phamaceutical company in guestion. We
note, however, that you fail to draw that distinction in your submission

Finally, we leel bound lo paint oul that the allegations which you make against
Professar Cunliffe and his colleagues are extremely senous and, in our viow,
potentially liballous and actionable. Mo doulil you are aware of [his.,

The next sieps
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As we have explained previously, the University and the Trust have already had
your allegations screened. On the basis of your original submission, the screeners
concluded that there were no prima facie grounds for considaring that Professor
Cunliffe had perpelrated any scientific misconduct. |In addition, the Trust's internal
audit service carried oul an audil of the Leeds Foundation for Dematological
Research, and in respect of Professor Cunliffe's own affairs, and similardy found no
avidenca of malpractica.

Monetheless, we nata that your submission of 4 August covers ground not coverad

in your original approach fo us; and, 5o as o arr on the safe side. we have decided

therefore to reter your submission of 4 August 2000 o the screaners for review

On the assumption thal your submission of 4 August constitutes a comprahensive
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11,

12.

and consolidated statement of your concemns (Iinsofar as they relate to our siaff),
and that it subsumes your previous subrmissions, we are asking the scresners fo
produce a consolidated report, subsuming their original report 1o us.

We are asking the screeners to address two questions on the basis of vour
submission of 4 August 2000:

+ Is thara, in their judgement, a prima facie case that Professor Cunliffe, or
any of the other scientists cited in your submission of 4 August, knowingly
and with an intent to deceve suppressed or misrepresented data about the
side-effects of roaccutane?

* |z thara, in their judgement, any prima facie evidance of any impropristy in
the relationship betwean Professor Cunliffe and his colleagues on the one
hand and Roche on the other?

Mo doubt you will let us know If you think any of your specific Issues are nol
covered by these general questions.

As Miss Hoper explained in her leller of 25 Seplember. we have already senl a
copy of your submission of 4 August to the doctors cited in ywour submission,
inviting responsas from them. Hesponses received are baing referred o the
scregnars. We are still awaiting ona rasponsa.

We will of course let you know the outcorme of this further screening stage when it
Is concludad (and see our comments below on the limelable)

Specific points

oy

13.

I the meantime, and pending a further report from the screeners, we would
comment as follows on the specific questions you ralse In paragraph 13 of your
submission of 4 August 2000,

Financial guestions (your points 1 and )

14.

You ask for delails aboul the financial and other benelits received by the Trust and
the University and by a number of specified indivicluals. Subject 1o 15 below, we
have already given you this information (inscfar as it can be obtained without
disproportionate cost) in respect of the University corporately; and, as we have
explained above, the Trust's internal auditors have already fully investigated the
financial arrangements of the Leeds Foundation for Dermatological Research, as
well as Professor Cunliffe's own accounts, and hava found no evidencs of any
malpractice or impropriety.  Unless and until the screeners find that thers is prima
facie evidence of any malpractice or impropriety, we do not consider that we would
be justified in disclosing additional financial information

On a point of detail, and in response fo your letter of 8 August 2000, we
acknowledge that there was an error in our letter of 3 August 2000 We said in that
letter thal, since 1987, the University had been awarded research grants and
contracts from the Leeds Foundation for Dermatological Res=arch 1otalling €520k

In tact, the figure of £E520k relates to research granis and contracts in supporl of
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Professor Cunlifie's work; across the institution as a whole, a total of some £2.1
million was received by the University from the Foundation in the period 1895-2000.

ldentity of lhe screenars (your point 1)

16.

As we have sought to explain praviously, we do not, as a matter of genaral policy,
release or otherwise disclosa the names of assessors appointed to camy out the
preliminary screening of any allegations of misconducl. This pelicy is intending 1o
proatect the screeners from undue pressure (from any direction),  We would,
howevar, make twao furthar points:

# As we have already explained 10 you, nelther of the screeners in Ihis case
has ar has had any kind of personal or professional relationship with Roche;
and, while one of the screeners 15 a sanior employes of the University, the
other is independent of both the Trust and the University (wa ara, howevar,
paying him an honorarium for his time and trouble).

* In the event that we decida to initiate a full invastigation (sea 17 balow), the
namas of any commities established for that purpose would be made public.

Appointment of an investigating committee (your points 1V, V, Vil Vil (X & X7

17,

We will decide how to proceed further whan we have a further, consolidated report
fromn the screenars on the basis set out in B-10 above; but. for the avoidance of
doubt, we must make it plain that we will not establish an investigating committes
unless and until the screeners deliver a positive answer o either or both ol the
fuestions being asked of them {(see 10 abave). We must make I plain oo Lthal,
wheraas the screenars’ delivering a positive answar is necessany condition for tha
establishment of an investigating committee, it is not in itself a sufficient condition
There waould be other options open Lo Us.

infernal audit (vaur point W)

18.

Tha findings of internal audit invastigations are not public documents as they
contain confidential information relating to individual employees. It you wish to
contact the Leeds Foundation for Demmatological Research directly, they will be
abliged W et you have a copy of their audited accounts.

Survey by Professor Cunlitfe {vour point X)

t9,  You refer to a suvey conducted by Professor Cunliffe and we would be grateful for
clarification of the survey to which you refer.

Timetable

20, We are. of course, conscious thal Il is some twe and a hall yvears since you [irst

wiote o us, and we are naturally anxious to ensure that the questions you have

raised in relation to our staff (and ex-employees) are resolved as guickly as

possible, in the inlerests of all parties. Nonetheless, we must emphasise thal the

processes we have set in train will take some time to complete, and that we do not

consider ourselves bound by any deadlines you may sat, We have asked tha
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sgreansrs 0 aim to report back fo us by the end of Apnl (or earlier if passible). but
wa cannot at this stage guarantae that it will be practicable for the scroaners to
meat that deadline

Questions for you

21 In ganeral, wa suspect that there is little to be gained by entering into further
correspondence with you before the screeners have reported, There is however
oneg point on which we would grateful o receive your confirmation as soon as
possible,  As we said in our letter of 1 December 189489, wa are not prepared o
embark upon an endless dialogue or fo consider an andless series of allegations.
In this connection, we should be grateful if you would, for the avoidance of any
possible doubt, confirm that your submission of & August 2000 contains all matiers
yoL wish us to consider,

We look forward to hearing from you on this basis.

Yours sincerely

e i e

DAVID JOHNSON PIERRE GUILLOU
Chief Executive Dean of the Medical School
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