Biologic Interventions Register

October 2015
Summary of Changes
to BADBIR

Study Amendment 8 is Now Approved

If you have any queries on any aspect of these changes then please contact the BADBIR office
(badbir@manchester.ac.uk / 0161 306 1896)
Thanks to all centres for their ongoing contribution to BADBIR

o New Protocol Approved e Extension of study end

The ethics committee have now approved study amendment
8 which introduces Protocol v15 01/07/2015.This
supersedes the previous version 14. We have notified your
R&D department, once we receive trust approval we will
provide you with the relevant documents and instructions
on where to file these in your site file.

Removing the minimum
age limit

We now have approval to include psoriasis patients who are
under the age of 16 who are being treated with a biologic or
conventional therapy.

Despite the small number of children being treated with
biologic or conventional therapy, it remains important that
the long term safety is evaluated in this group. The
combination of exposure to immunosuppressive therapy on
an immature immune system and a potentially high lifetime
exposure, may place them at a higher risk than adults.

Procedure:
¢ The parent/guardian will be provided with adult version of
the current BADBIR Patient Information sheet (Version 4,
dated 14/05/2009)
¢ An age appropriate version of BADBIR information sheet
will be provided and discussed with the child participant.

+ We will require both the Patient Assent Form (version 4,
14/05/2009) signed by the child participant and the Consent
form for Parent or Guardian (Version 4 14/05/2009) for
patient registration.

¢ The following Patient Reported Outcome Measures will be
substituted for the adult versions at each assessment:

* Children’s Dermatology Life Quality Index (CDLQI)
* EQ 5D-Y

* Child Health Assessment Questionnaire (CHAQ)
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The study end date for the BADBIR was to be 31/07/2018.
This has now been extended for a further 10 years to
31/07/2028. The reason for the extension is there are
plans to include some of the new biologic and small
molecules therapies which have recently become available
for the treatment of psoriasis.

Increasing size of
Conventional Cohort

The target of 4000 registrations for the conventional
comparison group has now increased to an overall
maximum of 7000.

The reason for this increase is the anticipation of the
inclusion of the new biologic therapies and the desire to
have a contemporaneous comparator cohort of patients, as
this is likely to be more representative of current
prescribing patterns. In addition, it has been noted that
there is attrition from the conventional cohort over time
with patients moving to the biologic cohort.

Minor revision to
questionnaires

Minor revisions have been made to guide better data
collection. The revisions clarify the type of information
required opposed to collecting more information with the
exception of the “batch number” of the medication which
is being added to comply with European Medicines
Agency regulations.

Biologic Drug
Trade Names

BADBIR will now use the trade name of the biologic
drugs instead of their originator names. All existing
information will automatically change. List of drugs from
this change is as follows:

Originator Name Trade Name

Adalimumab Humira

Etanercept Enbrel

Ustekinumab Stelara
Infliximab Remicade
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