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y K};cJointCommission PreplIblication
* Issued June 23, 2015 + Req u i rem ents

The Joint Commission has approved the following revisions for prepublication. While revised requirements are
published in the semiannual updates to the print manuals {as well as in the online E-dition®), accredited organizations
and paid subscribers can also view them in the monthly periodical The Joint Commission Perspectives®. To begin
your subscription, call 800-746-6578 or visit http:/iwww.jcrinc. com.

Joint Commiszion

New and Revised Standards for Individualized
' Quality Control Plans (lQaCP) |

Reyuireniont

APPLICABLE TO LABORATORIES
Effective January 1, 2016

Quality System Assessment for Nonwaived Testing (QSA)

Standard QSA.02.01.01
The laboratory verifies tests, methods, and instruments in order
to establish quality control procedures.

Note: This standard also applies to instruments on loan when
the original instrument is under repair.

Efement of Performance for QSA.02.01.01
A 7. The laboratory's quality contro! procedure for each
testing system or methodology includes the following:

* The range of quality control values used

* The frequency of quality control testing

o Adherence to the manufacturer's recommendations
*  The predicted reliability based on history

*  The spedialty and subspecialty requirements
included in this chapter

Note; if the man rer's qualil rol

recommendations are absent or ringent than the

reguiremen lined in Standard QSA.02 10.01

laboratory dg velops en Individualized quality control plan
{1QCP) 00ls the req. gnls in Standard

1QCP) or m 8 requiremen

QSA.02.10.01.

Key A indicates sconing category A; € indicates scoring category C, @ indicates that documentation is fequired; @ indicates Measure of Success is needed,
A indicates an Immediate Threat to Health or Safely, A indicates situational decision rules apply; .’3\ indicates direct impact requirements apply; E! indicates
andentfied nsk area
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Prepublication Requirements continued
June 23, 2045

¥ The Joint Commission

Standard QSA.02.04.0

Elements of Performance for QSA.02.04.01

A 1. Laboratories that develop an individualized quality

control CP) includ ing; A compl

P sts of the fol 3
* Risk assessment
*  Quality control plan
° uali nt

A2 O Laboratories that develop an individualized quality

control plan (JQCP) include the following; A risk
asse: is establish boratory in i
WN environmen WwWn testi .
Note: The risk a ment may includ method or

rument ver ata; man cifications;
or histori iy control X ished or

a8 ay gl il but canno
/ r.the risk ent.

A3 O Laboratories that develop en individualized quality

n lan (IQCP) i llowing: A risk
assessment that contains an evaluation of the following
five components:
. cime
e  Envirgnment
e Reagent

¢ Testsystem
=  Testing personnel
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A 4. © Laboratories that develop an individualized quality
control pian (IQCP) include the following; A risk
assegsment that encompasses the following three

a ire testin i
e  Preanalytic
*  Analytic
*  Postanaiytic

Note: The risk assessment identifigs the sources of
Dpotential faifures and errors for a testing process, and

evalu frequency and il of those faill
and sources of ermor.

. © Laboratories that develop an individualized quality

A8 Olabora h

trol plan P ude the following: A risk

gontrol plan (IQCP) include the following: A risk
assessment that includes the manufacturer's instructiong

oro ation n Ssess risk i hree

ha testin

ote: The ent incl nction an

maintenance checks as required by, and not less than,
manufacturers’ instruclions.

Ota ries that develop an individualiz it

" Control plan (IQCP) include the following: A quality

control plan for devices at each location throughout a

facility.

| CP) includ
trol plan (or changes in the pl hat the jabor.
irector si nd dates before impl

also LD.04.05.09, EP 2).

con lowing: A

A 7. © Laboratories that develop an individualized auality

ntation.

velop an individualized qual
the following: A gualit
8 documentation of cormrectiv

n (IQCP) in
ent that in

ntrol

action and preventive action to monitor onaoing
effectiveness.
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Prepublication Requirements continued

Standard Q3A.02.08.01
Each laboratory specialty and subspecialty has a quality control

policy.

Element of Performance for QSA.02.06.01

A 2. The quality control policy defines the number, type, and
frequency of quality control materials according to the
following:
*  Manufacturers’ recommendations

»  Performance specifications verified or established
by the laboratory

*  Specialty and subspeciaity requirements found in
this chapter for quality control testing

Note: if the manufacturer's quality control

fecommendalions are absent or less stringent than the
requirements qutlined in Standard QSA.02 1001, the
labo, an indi ed guali trol plan
P} or m: h uirements i ndai
Q8A.02.10.01.
Standard Q3A.02.10.01

The laboratory performs quality control testing to monitor the
accuracy and precision of the analytic process.

Note: This standard is considered in combination with the
specialty and subspeciafty requirements found in this chapter
{for example, blood ges testing requires three levels of quality
control materials each day of patient testing).

Element of Performance for QSA.02.10.01

C 2. The laboratory uses quality control materials at levels
and a frequency consistent with manufacturers'
recommendations. @

Note: /f the manufacturer's guality control

recommendalit re absen S stringent than the
requiremen lined in Standard QSA.02 10.01. the
labora lops an individualized gqueli ntrol plan
1QCP) or meset: ments in Stand

QSA.02.10.01.
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Standard QSA.02.10.01
The laboratory performs quality control testing to monitor ¢t » accuracy and precision of
the analytic process.

.

requirements found in this chapser (for example, blood gas kesting requires three levels of
quality control maserial each day of patient testing).

Elements of Performance for QSA.02.1 0.01

C1l. ®The laboratory uses quality control materials that c} allenge each step of the
testing process. The quality control resules are docume..ted. @

€ 2. The laboratory uses quality control materials at levels 2.,d 2 frequency consistent
with manufacturers’ recommendations, @

7 Comprebensive Accredisation Mansal  for Laborasory and Point-of Care Testing

€ 3. ® The laboratory uscs two quality conerol materials of diffes =nt concentrations
for each quantitative procedure on each day the procedure is performed. The
quality control results are documented. @

€ 4. ® The laboratory uses negative and positive concrol materia; for each qualitative
procedure on each day the procedure is performed. The quaiity control results are
documented. @

€ 5. © The laboratory uses a negative and graded or titered positive reactivity control
material for procedures that produce graded or titered resule: each day the
procedure is performed. The quality control results are docu.nented, @)

€ 6. © The laboratory uses a negatve and positive reactivity cont ‘ol material to rese
staining materials for intended reactivity each day the procedure is performed.
The quality control results are documented, @

€ 7. © The laboratory uses a negative and positive reactivity control material to check
fluorescent and immunohistochemical stains for intended rezcrivity each day the
procedure is performed. The quality control results are docuiaented. @

€ 8. ©® When direct antigen systems include an extraction phase, the laboratory uses
two quality control materials, one of which is capable of detecting extraction
errors. The quality control results are documented. (V]

€ 9. © Foreach electrophoretic determination, the laboratory tests at least one quality
control material containing the substances being identified or measured in
patient testing. The quality control material is tested concurrent with patient
specimens. The quality control result is documented, o

© 10. ® For thin layer chromarography, cach plate or card is spotted with a calibrator
conzzining the substances or drug groups identified or reportcd by the laboratory,
The calibrator includes at least one control material on each plate or card and js
processed through each step of patient testing, including the extraction phase,
The quality control result is documented, (M)

€ 11. ® If quality control materials are not available, the laboratory performs
alternative quality control testing. The alternative quality control results are
documented. @
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