Discussion

Therapeutic Use Exemptions (TUEs) are
essential in sport: but there is room

for improvement
Ken Fitch

WHAT IS THE ISSUE?

Hacking of the World Anti-Doping Agen-
cy’s (WADAs) Anti-Doping Administra-
tive & Management System (ADAMS) by
an alleged Russian cyber espionage group
‘Fancy Bear’ disclosed incomplete infor-
mation about Therapeutic Use Exemptions
(TUEs) granted to more than 100 Olympic
athletes from over 20 countries' including
some high-profile athletes. These unethical
and illegal leaks of personal medical infor-
mation provoked some criticism of the TUE
system, much of it is ill-informed.>* In this
discussion, I briefly review the concept of
TUEs and advise how the TUE system can
and should be strengthened.

IS THERE A PROBLEM? YES AND NO
The TUE concept is both sound and essen-
tial, and the four criteria that must be met to
approve a TUE have changed only margin-
ally in 25 years* (online appendix 1a).

After WADA approved the TUE guide-
lines in 2004 (that the IOC had adopted
in 1991), WADA developed TUE Physi-
cian  Guidelines—a  valuable resource
that currently outlines 19 of the different
medical conditions that may necessitate an
application for a TUE.’ These are updated
regularly. TUEs are required to be uploaded
onto ADAMS and are then reviewed by
WADA's Medical Director and the TUE-
Expert Group (TUE-EG). Via its medical
department and TUE-EG, WADA has
the capacity to reject or appeal to Court
of Arbitration for Sport (CAS) a granted
TUE if they deem that it fails to meet the
approval criteria.

The recent additional amendment to
WADA guidelines that allows retroactive
approvals of TUEs via four different avenues
has resulted in some controversy.* The compe-
tence of some TUE Committees (TUECs) has
also been questioned with several instances
of inappropriately approved TUEs (online
appendix 1b,c). An interesting paper detailed
the attitudes of 645 Danish athletes towards
TUEs with 19% of respondents having been
granted a TUE. A disturbing finding was that
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51% of athletes considered that teammates
had received a TUE without medical need. Is
this a global view or one held only by Danish
athletes?®

HOW TO IMPROVE THE RELIABILITY
AND STANDARDISATION OF TUEC
There is a need to ensure that TUECs are
comprised of competent persons with
appropriate knowledge and experience
and that the Committee’s modus operandi
is functional and acceptable. To achieve
this, I recommend that WADA implement
an accreditation system for all TUECs with
emphasis on the qualifications and experi-
ence of TUEC members and examine care-
fully how each TUEC undertakes its tasks.
This should include TUECs established by
International Federations (IFs), National
Anti-Doping  Organisations  (NADOs),
major games organisations and TUECs
established for profit by International
Doping Tests and Management, which
service sports without appointed TUECs,
such as tennis. It would operate somewhat
similarly to WADAs Laboratory Accredi-
tation System.” If these appointments and
any Committee’s modus operandi do not
meet the International Standard for TUEs
(ISTUES),* that TUEC should not be accred-
ited by WADA (and therefore be unable to
approve TUEs) until it does.

Either that task would need to be under-
taken by another WADA-accredited TUEC
or the non-accredited TUEC could assess
TUE applications but all decisions would
need to be approved by WADA’s Medical
Director. This would be somewhat similar
to what occurs when a laboratory loses its
WADA accreditation. The role of accred-
iting TUECs should be undertaken by
WADA's Medical Department assisted by its
TUE-EG. This will require WADA to better
staff and fund its medical department.

ENSURING ALL TUES MEET THE
CRITERIA NECESSARY FOR APPROVAL
For TUEs to meet the approval criteria
demands constant and prompt reviewing
of all TUEs by WADA. In 2017, there
were 3563 approved TUEs notified on
ADAMS, which comprise only some of the
TUEs approved globally (WADA Medical

Department advice September 2018).
This workload places significant strains
on WADA’s small medical department and
poses problems for adequate scrutiny and
oversight. However, a significant number of
ADOs, both IFs and NADOs, do not upload
their TUEs onto ADAMS, which denies
WADA ready access to review them. This
aspect needs to be addressed.

Critically reviewing the four criteria in
the ISTUEs, I conclude that all remain valid
and appropriate but the first three are the
most crucial. Criterion 1 necessitates that
the prohibited medication is essential for
treatment and the athlete’s health would
be affected if it were denied. Criterion 3
requires that there is no permitted alter-
native to manage the athlete’s medical
condition. Criterion 2 is the most diffi-
cult for TUEC:S as it states that prohibited
drug is highly unlikely to result in any
enhancement of performance beyond that
achieved by restoring the athlete’s health
to normal. Ensuring ‘a level playing field’
is a fundamental principle of antidoping
and we should never forget those years of
systematic doping and sporting successes
by athletes of the German Democratic
Republic who denied so many clean
athletes a fair chance of Olympic medals®
(online appendix 1d).
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