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This document is the confidential and proprietary information of Bristol-Myers Squibb 

Company and its global affiliates (BMS). By reviewing this document, you agree to keep it 

confidential and to use and disclose it solely for the purpose of assessing whether your 

organization will participate in and/or the performance of the proposed BMS sponsored 

study. Any permitted disclosures will be made only on a confidential "need to know" basis 

within your organization or to your independent ethics committee(s). Any other use, copying, 

disclosure or dissemination of this information is strictly prohibited unless expressly 

authorized in writing by BMS. Any supplemental information (eg, amendments) that may 

be added to this document is also confidential and proprietary to BMS and must be kept in 

confidence in the same manner as the contents of this document. Any person who receives 

this document without due authorization from BMS is requested to return it to BMS or 

promptly destroy it. All other rights reserved. References to BMS in this protocol may apply 

to partners to which BMS has transferred obligations, eg, a Contract Research Organization 

(CRO).

© 2022 Bristol-Myers Squibb Company
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DOCUMENT HISTORY

Document Date of Issue Summary of Change

Protocol 
Amendment 02

15-Apr-2022

This protocol was amended to:

 Permit past use of frequently used second-line therapies that are 
prescribed to treat discoid lupus erythematous (DLE) and/or 
subcutaneous lupus erythematous (SCLE) to allow participants 
whose disease was inadequately controlled with these second-line 
therapies to participate in this Phase 2 study with deucravacitinib.

 Add details regarding serious acute respiratory syndrome 
coronavirus 2 (SARS-CoV-2).

 Incorporate changes from the approved Administrative Letter 02, 
which updates study contact information.

Administrative 
Letter 02

22-Jan-2021
The purpose of this letter is to change the Contact Information of the 
Medical Monitor

Revised Protocol 
01

01-Dec-2020

 Minor typographical errors and clarifications throughout.

Administrative 
Letter 01 

11-Sept-2020
 Added EUDRACT Number and Universal Trial Number to the 

original protocol.

Original Protocol 28-Aug-2020 Not applicable.
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OVERALL RATIONALE FOR PROTOCOL AMENDMENT 02:

The overall rationale for Protocol Amendment 02 is:

 Added details regarding severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2).

As this is a rare disease population, the following revisions are expected to increase the likelihood

of enrollment of participants whose disease is inadequately controlled with standard of care 

treatment(s) and provide a more robust real world-like study population:

 Frequently used second-line therapies that are prescribed to treat discoid lupus erythematous
(DLE) and/or subcutaneous lupus erythematous (SCLE) around the world were removed from
the list of prohibited medications. This revision to the list of prohibited medications and the
provision for a wash-out period prior to study screening will allow more participants whose
disease was inadequately controlled with these therapies to be considered to participate in this
study.

 This amendment incorporates the changes from the approved Administrative Letter 02, which
is detailed in the Document History but not listed in the Summary of Key changes table below.

 Minor formatting and typographical corrections have been made, therefore, they have not been
summarized.

This protocol amendment applies to all participants.

Protocol Amendment No.: 02
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SUMMARY OF KEY CHANGES FOR PROTOCOL AMENDMENT 02

Section Number & Title Description of Change Brief Rationale

Title Page

 Changed Clinical Trial 

Physician - Medical 

Monitor 

.

 Changed Clinical Scientist 

.

To reflect updated personnel. 

Section 1: Protocol Summary Updated text.

To align the summary with

updates made to the full 
protocol.

Table 2-1: Screening 

Procedural Outline 

(IM011132)

Added “eg.” to packs per day 

under history of marijuana and 

tobacco use.

To clarify that packs per day 
is an example of how to 
measure tobacco use.

Updated ‘Serious Adverse 

Events Assessment’ to 

‘Monitor for AEs and SAEs’ 

and added AEs to notes.

To include AEs in addition to 
SAEs.

Added to follicle stimulating 

hormone (FSH) testing that 

females under age 55 must 

have a serum FSH level > 40 

mIU/mL to confirm 
menopause.

To require FSH testing for 
any woman reported to be 
postmenopausal who is under 
the age of 55, unless 
surgically sterile. 

Added hepatitis B surface 

antibody (anti-HBs) to 

serology testing and updated 

hepatitis B core antibody (HBc 

AB) to anti-HBc.

To ensure consistency with 

Appendix 14: Interpretation 

of Hepatitis B Serologic Test 
Results.
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