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Procedure Perform the following steps to record information manually on the

Daily Maintenance and Inspection form.

Step Action

1 Obtain Daily Maintenance and Inspection forms yearly

from LaboratoryTechno logy Services (LTS) department.

 If refrigerators are given a local number that can be

added to the top of the form after Transfusion

Service Refrigerator #.

Using Operator’s Manual verifyf requency of cleaning,

alarm checks, and other required periodic maintenance are

correctlydocum ented on form.

 Verify all temperature specifications are correct for

storage device.

o Acceptable temperature range

o Alarm settings

 Verify all other preventative maintenance tasks or

checks (door ajar) specified in Operator’s Manual

are documented on form

 Make anyupdates /modification to form prior to

placing LTS formi n use.

o Alternatively, a localf ormm ay be used

instead of the LTS generated form.

NOTE: Notify LTS of major updates (temperature ranges,

periodic maintenance, etc.).

2 Record chart recorder temperature recording in appropriate

box.

3 Record temperature fromi nternal thermometer(s) in

appropriate box.

4 Enter “N”

When equipment is not in use, in the dailytem perature

column until the unit is returned to service

Notes:

 Exception, Platelet incubators that are not continuously

used.

 If an instrument is out of service for a prolonged period,

a notation on the back of the form will explain the lack

ofentri es. It is not necessary to put N in every date for

these long-delayed repairs.
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Procedure Perform the following steps to record information manually on the

Daily Maintenance and Inspection form.

Step Action

4 con’t When equipment is not under direct observation for limited

time periods, i.e. in offsite and not used on a week-end or a

holiday:

 Records must show that recording charts and

emergency response times are monitored

periodically.

 Temperatures must be recorded on days of use.

5 Enter “R”

When the equipment is sent for repairs, in the daily

temperature column until the unit is returned to service.

 If the repair takes a long time, put an R in the

column and a line through the dailyen try until it

comes back, or make a notation of the time the

equipment was out of service on the back of the

form.

6 Enter “S”

When the equipment is in storage, in the daily temperature

column until the unit is placed into use.

7 Perform daily maintenance tasks indicated on Daily

Maintenance and Inspection form.

(See Daily Maintenance Section below for appropriate

equipment)

8 Performany other periodic maintenance (monthly,

quarterly, annually) as indicated on the Daily Maintenance

and Inspection form.

9 Verify that temperature is acceptable and dailym aintenance

is completed.

 Enter initials in appropriate box on form.

 If temperature is not acceptable refer to corrective

action section below.

10 In the Rev-column at the right end of the form, initial and

date the review for the month. The date mayf alloutsi de the

margins.
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Controlled

Documents
Equipment Validation and Implementation Plan

Temperature Out of Range: Refrigerator, Plasma freezer, Platelet

Incubator

Critical Equipment Validation-New Installation And After Repairs

Uncontrolled

Documents
AABB Standards, current ed.

CAP Requirements, checklist, current ed.

Fung, Mark K. Ed. Technical Manual, 19th Ed. AABB,2017

Authors SCPMG Transfusion Service Managers

RegionalBl ood Bank Compliance Officer
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Reviewed and approved by:

PreviouslySigned August 1, 2001
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Date

Signature Collected Electronically March 8, 2001

Jeffrey D. Shiffer, MD. MedicalDirector –San
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Date

Signature Collected Electronically July 27, 2001

Gary Gochman, MD, Medical Director –
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Date

Signature Collected Electronically March 8, 2001
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Medical Director- San Diego –SA

Date

Signature Collected Electronically May 24, 2001

Joseph Thompson, MD. Medical Director –Los

Angeles, West Los Angeles MSA

Date

Signature Collected Electronically March 13, 2001

David R. Huebner-Chan, MD. Medical Director

–Orange County SA

Date
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Dong Quach, MD. Medical Director –Riverside,
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DOCUMENT HISTORY PAGE

Effective Date: August 1, 2001

Change

type: new,

major,

minor etc.

Changes Made to Document

– Describe

Signature

responsible

person/Date

Med. Dir.

Reviewed/

Date

Lab Manager

reviewed/

Date

Date

change

Imp.

New

Minor Corrected typo- changed

colder to warmer- pg. 9.

Only issued corrected pg. 9.

Ginny Tyler

8-20-01

N.A.

Minor Page 9- allowed for

different manufacturers of

freezers with temperatures

to -35ºC, -25ºC or other

temperatures.

Ginny Tyler

020102

N.A.

Minor 1) Page 9: clarified that

different freezers may

be set at different

temperatures.

2) Page 12, that the alarm

should occur “before” it

reaches 20C or 24C.

3) Clarified wording in

several spaces.

Ginny Tyler

6/25/02

N.A.

Minor 1) Correct error on when

low alarm should sound-

should be 20.5C-21.5C

and the high alarm,

22.5C-23.5Con platelet

incubator.

2) Added policy on

contacting manufacturer

if needed, per new 22nd

ed. AABB Standards

3.3.1 (4).

Ginny Tyler

10/21/03

N.A.

Minor 1. Added Irvine

2. Added Work Place

Safety

No version change

needed.

Ginny Tyler

02/18/08

N.A. N.A.
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IMP = Implemented

Minor Added what to do if the

equipment needed repair.

Ginny Tyler

04/17/08

N.A. N.A.

Minor, V

.06

1. Removed the 0.5C from

the platelet as

recommended bythe

FDA inspector.

2. Added cleaning the

Platelet incubator per

manufacturer

instructions.

Ginny Tyler

06/24/2011

N.A. N.A.

1. Added Electronic

monitoring systems-

made a separate

procedure.

2. Added annual

temperature checks.

Major V.07 1. Changed document into

an Electronic and

Manual procedure. This

is the manual procedure.

2. Added Temperature

ranges in a chart to

allowed for setting

refrigerators at

temperatures compatible

with reagents and blood

storage.

3. Better defined when to

remove products from

the storage containers.

4. Stated that double door

refrigerators need

temperature in each

compartment OR in the

middle of the storage

device.

5. Added annual alarm

checks

Ginny Tyler

07/06/2012

All gathered

by June 28,

2012
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MasterControl History of Change:

Change type: new,

major, minor etc.

Version # Description of Change

Minor 8 Removed KQE reference

Corrected typo

Updated authors

Minor 9 Removed references to donor centers

Removed KQE reference

Added controlled documents section

Updated uncontrolled documents.

Added statements clarifying completion of Daily

Maintenance and Inspection form.

Added section on how to perform manual alarm

check

Minor 10 Updated title from Routine PM of Blood

Components Storage Equipment- Manually

Recorded to Routine Monitoring and Maintenance

ofBl ood Components Storage Equipment

Added instructions to refer to Operator’s Manual

verify frequencyof cleaning, alarm checks, and

other required periodic maintenance are correctly

documented on form.

Added statement to verify all other preventative

maintenance tasks or checks specified in Operator’s

Manual are documented on form

Added instructions to update or create local form to

align with Operator’s manual

Added steps regarding platelet alarm activation
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