InfoCard #: ABMT-EQUIP-001 FRM8 Rev. 05 Effective Date: 29 Jan 2024

m DukeMedicine Division of Cellular Therapy

DOCUMENT NUMBER:ABMT-EQUIP-001 FRM8

DOCUMENT TITLE:
Astotherm Quality Control Record FRM8

DOCUMENT NOTES:

Document Information

Revision: o5 Vault: ABMT-Equipment-rel

Status: Release Document Type: ABMT

Date Information

Creation Date: 06 Sep 2022 Release Date:29 Jan 2024

Effective Date: 29 Jan 2024 Expiration Date:

Control Information

Author: MC363 Owner:MC363

Previous Number: ABMT-EQUIP-001 FRM8 Rev Change Number: ABMT-CCR-337

CONFIDENTIAL - Printed by: VLP18 on 07 Mar 2024 01:14:03 pm



7Jo | 98eq wd €0:71:10 ¥20Z JeN L0 U0 8LdTA Aq pajulid - TVILNIAIINOD ON ‘weying
JONNA ‘LNGV
PI0oY [01U0)) AIfeng) JSUWLBA\ POO[d ULSYI0ISY SN 100-dINOT-LNGV

olqeanddy JoN =V/N 9 uIoN=N [ed=4 ssed=d
X0q YooyD-JIoS oy ur d[qeosrjdde 10u J1 /N pue 9s) ul JON 10J N, Ue 99e[d ‘pasn J0U SI JOULIBA\ POO[q SN[ WISYIOISY U1 JT

:(Jeniug/a1e(]) MIIAY ATYIUOIA[

senIuy
191
uIepy
EEETo)
JI9S
I€(0€ |67 |8T|Lz|9T|sT|br|cT|Te|MT|o0T |6l |SL|[LE|[OT|SE|PL[C€I|{TU|ML|OL| 6 |8 |L|[O9]|S|¥P|€|T| 1| aa

HINON

:(Jeniuj/a1e(]) MIIAY ATYIUOIA[

senIuy
191
wIepy
EEETo)
J19S
I€(0€ |67 |8T|Lz|9T|sT|br|cT|Te|MT|oT |6l |SL|LE|[OT|SE|PL[CI|{TU|ML|[OL| 6 |8 |L|[O9]|S|¥P|€|T| 1| 2a

HINON

:(Jeniug/a1e(]) MIIAY ATYIUOIA[

sfenIug
191
uIepy
EEETo)
J19S
1€ |0€ |67 |8T|Lz|9T|sT|br|cT|Te|MT|oT |6l |SL|LE|[OT|SE|PL[CI|{TU|ML|[OL| 6 |8 |L|[O9]|S|¥P|€|T| 1| aa

HINON

:31e( an( dduerdwo) (7)) 19ursuy [edanur)d

SLLYN # 1D # [ELI9G WLIDY)O)SY
(¥9Dq 24} UO PaIPIO] 24D UOLIINLISUT)

@IO0DTA TOULNOD ALI'TVAO WIAHLOLSV

¥20¢ ver 6¢ w@%@mﬁm@\ﬂ&gm#@ﬁm;mgm/x “# pleQoju|



InfoCard #: ABMT-EQUIP-001 FRM8 Rev. 05 Effective Date: 29 Jan 2024

ABMT-EQUIP-001 FRMS8
ASTOTHERM QUALITY CONTROL RECORD

Instructions:

. Enter the Astotherm Serial Number, Clinical Engineering Number, and Year in space provided

. Enter the Clinical Engineer Compliance Due Date in space provided

1
2
3. Enter the Month(s) in space provided
4

. Prior to Procedure:

1.
2.

3.

Visually inspect machine to ensure cleanliness and within compliance

Record “P” for PASS in the Self-Check box under the current date to document equipment is
clear for use and passed visual inspection

If the Astotherm Plus Blood Warmer is out of compliance, take the warmer out of service by
contacting the Duke CE department either by phone or via work order request. Place an
ABMT-EQUIP-001 FRM6 Out of Service Form or the Duke Clinical Engineering Out of
Service Repair Form on the Astotherm Plus Blood Warmer. Notify the Apheresis lead or
designee for service documentation.

5. Alarm Test:

1.

2.

To start heating, press the START key for approximately one second. The acoustical alarm
turns off, and the green LED next to the START key becomes steady.

The alarm LED will continue to flash until the actual temperature of the device is
approximately 4°C below the selected temperature.

When the alarm LED goes off record a “P” for PASS in the Alarm Test box on the ABMT-
EQUIP-001 FRMS Astotherm Quality Control Record and initial in the initial box.

If the Astotherm Plus Blood Warmer test fails, repeat the test and if it fails a second time record
“F” for FAIL and your initial in the boxes provided under the correct date. Take the warmer
out of service by contacting the Duke CE department either by phone or via work order request.
Place an ABMT-EQUIP-001 FRM6 Out of Service Form or the Duke Clinical Engineering Out
of Service Repair Form on the Astotherm Plus Blood Warmer. Notify the Apheresis lead or
designee for service documentation.

6. Cleaning:
1. After Each Procedure:
= To clean the surface, wipe equipment thoroughly using hospital-approved disinfectant.
Never immerse device completely in fluid or bring into contact with steam.
7. Reviews:
1. The apheresis lead or designee will review the ABMT-EQUIP-001 FRM8 monthly for

2.

Manager’ Signature: Date:

accuracy and completeness then date and initial in the space provided.

The Nurse manager will review the data prior to the quarterly review then sign and date below.

ABMT-EQUIP-001 FRMS8 Astotherm Blood Warmer Quality Control Record

ABMT, DUMC

Durham, NC
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