13_AID-ICU_Newsletter11_3August2020

Place in Site Master File #13

AID-ICU newsletter — August/September/October 2020

Overall

ICU Koege

. 17 patients ICU Aalborg
jchatients 12 patients

ICU 4131

CRIC * Blegdamsvej 9, 7812 » 2100 Copenhagen @ ¢ +45 35 45 71 67 ¢ contact@cric.nu ® www.cric.nu

Side 1 af 3
CRIC



25

—
[=))
N

CRIC

159
150
; 125
i ) 103
i, 100
12 }
175
)
7 i 50 4 o
' 32 30 30
4 4 4 4 . 21
1.1 1 0
§ 5 z 8% * - I g ¥ 2 5 H 8% 3 Tz € 2
= s am 0 B 0 0 i s
5 2 £ . 5 > p S & 25 3 &4 3B 95 ] Ed § g g
$RIciRat B 4§88 § f 2 fElgl o HE ]G4 L
) :18 o2 5: 52 % T iz>~ oo} k7 O =) bt} ] - 8:0: Z 8 £ = K © B
E = 2 5 o2 & = & - T e = - B s 2
E G 3 = 3 - a C Ll R
I l
| |
: Interim data :
| |
| Of the 500 included patients 196 (39%) were dead at 90day follow-up, while 295 (59%) were alive. |
| We had missing data from 9 patients (2%). Below is our primary outcome ‘Days alive and Out of |
| Hospital’ (DAOH) illustrated in a histogram. Note that 0 DAOH accounts for in-hospital mortality and |
: patients that are still admitted to hospital at 90-day follow-up. The largest bar illustrates these |
: patients. The median DAOH was 25, while interquartile range was 0-66. |
| |
: Safety data of the 500 patients showed that 8 patients had experienced Serious Adverse Reactions :
|
: (SARs). Five were Ventricular Arrythmia (VT/VF), 1 Malignant Neuroleptic Syndrome and 2 Hepatic |
1 1
I Failure. 286 patients have received escape during the intervention period. :
|
1 1
: Protocol Compliance :
1 1
| 10% of the included patients had a major protocol violation registered during the intervention |
: period. 4% due to use of open-label antipsychotics, while 6% was due to protocol deviations in |
| management of trial medication. |
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Data and Safety Monitoring Committee Report

Protocol Title: Agents Intervening against Delirium in the Intensive Care Unit
(AID-ICU)

Date: 28.09.20

Chair: Prof Danny McAuley Professor of Intensive Care Medicine

Queen’s University Belfast

DMEC Members: Andreas Kryger Jensen
University of Copenhagen
Section of Biostatistics, Denmark

Hallie Prescott
Division of Pulmonary & Critical Care Medicine
University of Michigan Health System, USA

No new conflicts of interests were noted.

The interim analysis for the first 500 patients was reviewed. No additional open report was
circulated in advance of the meeting.

Minor changes to the trial protocol were noted.

It was reported there are no new data which would impact on the current study.
No additional closed minutes were taken.

The DSMB recommended that the study continue as per protocol.

Date of next meeting: No further DSMB meeting is planned however the DSMB would be
agreeable to convene at the request of the study team.

DSMB Chair

a., MLl
Print Name: Danny McAuley Signature: Date: 29.09.20

_________
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