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Read and Understand List

Imthe matrix below the documents are indicated which should be read and understood by the staff members of the national public health laboratory. Write your signature
in the appropriate o=l below your name in the row where the document iz indicated that youhave read. If this cell & crossed you do not have to read the document
indicated in that row.

I3

)

Code and title of document [mame [nome [name [name [name= [nams= [nams= [ mame [name= [name

|nam=
stafy staff | staf stafy stafy stafy stafy stafy staff | staff stafy
member] member] member] member] member] member] member] member] member] member] member]

I3

-

g

[code ond title of documant]

)

[codeand title of documant]

-
we

[rodeand title of documant]

[cadeand title of documant]

[code ond title of documant]

[rodeand title of documant]

[codeand title of documant]

[codeand title of documant]

STEPWISE

[code and title of documant]

[rodeand title of documant]

[codeand title of documant]

QUALITY

[code ond title of documant]

[codeand title of documant]

[rodeand title of documant]

IMPLEMENTATION TOOL

LABORATORY

.

| 5

3

1z

.

| §A

3

GJ

g 8s) Al

-

Read and Understand List
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leadatt Cany Lpwdd yuidall oy “ﬂﬁ@j Ol g Gnanadall Cplalall
Al 5 4y il o) aY) Skl e cpalina agil Ly iaall (i ddas g

ISO 15190:2003 Medical suall 4liall s juxil) clillaic apaad ylail

Laboratories — Requirements for Safety article 13
(rag S

;)..\Ss.d\)..gu

() ol ) calatill Jgas dlae) ]
ciaal) o 6 3a S Gl iy e
(i) bl o
caddll J8 (e ol 2 B AUy il gil dgae o Jsaall el sia) o
(bl Jsan 2 z3sa kil ) alanll e J g sl
ol Ce Ll jatdy Lewd Jedyy sl cinlatll SOP 4US 2
1) SOP (8 A aY SOP 48 J S5 5 500 5 SOP o2 S
Al e sa Culil ) dypadl AL i ) sy L) 3
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el yaY) e i sl (pilhsdll asan el aY) ligr (il sl iyt 4
A gl ) iy agdll 5 3ol Jall Al o ol 30U 5 a1
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IMPLEMENTATION TOOL

[Laboratory name]
Cleaning Logsheet
Year.
Trimester:
Room Assigned staff. | Week:
2 3 4 5 8 9 1w 1 1
Offices Dedicated cleaning staff
Sample collection area Dedicated cleaning staff
Samplereception  Dedicated cleaning sfaff
Microscopyroom ~ Dedicated cleaning staff

Containment laboratory Laboratory technicians

After completing cleaning of & room/area: insert date and iniials in the row behind the cleaned roomiarea inthe column of the cument week,

A 2zdgal

Y

- !. hwx
-~
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Y e

Ll

Gl gl il aae die el ddle Hhlae Ll juidall cliSu)
Al 48y ylay s Caudatil da U0 A gl PN e S it Sy
dla

WHO TB Laboratory Bio-safety Manual _8s: .SVl &l ol o) 1
(43 dadall 8) QS @il gal 8z 3 ol sty G 3 gal) Al

Spill response kit:
e Hypochlorite solution stored in an opaque bottle (or
another suitable disinfectant)
Respirators (1 box)
Gloves (1 box)
Laboratory gowns (4-6 disposable gowns)
Dustpan and brush (for disposal if necessary)
Chloramine tablets ( 10 tablets)
Paper towels
Soap
Sharps container
Biohazard bags
Goggles ( 2pairs)

Me sy (A drdall) Lpallad) daall dadaial jridall 4 gal) LoDl Ji
o)yl @lly A Ly (LSl (e ddlida ) il Cadati dlae Jsa e slaall (e
95 dadiall 855l 5 slad IS Canlans
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[Fill in the name of the action plon here]

Description of action plan ohjectives:

v [Give oconcise fist of objectives that should be achieved by compieting this action plan)

Developed by:

[fiillin the name of the person that developed

the action plan]

Date and initials |aboratory supervisor:

[if the laboratory superisor agrees with this
action plan, he/she should sign here and write
the date on which he/she signed)]

Action | Description of the action points Desired result Task assigned |  Deadline Date
point to realization | realization
no. and initials
L [describe what needs to be done] [describe the desired putput for completing this action [nomeof | [dateon which| [when this
point] person this action | action point is
gssigned to | peint must be | completed, it
complete this | completed] should be
action point] signed off
here]
Z
3.
4
5.
B.
1.
]
g,
10,
Date: Signature;

Date and signature of the laboratory supervisor when all action points have been completed:

| g

3

Action plan Jes 4bi gigai 3 2
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NOTE: This organizational chart serves as an example. The Quality Project Team and Biosafety Officer

are advisors/observers: not in direct line with management (not having any subordinates/authority)

but merely providing input to the laboratory management. The subdivision into sections serves as an

example. Every Laboratory Manager needs to find out for him/herself what the most logical and

efficient organizational structure is for his/her laboratory. Take into account that each position has no

more than 7 subordinates, as the control span of a supervisor is 7 subordinates at maximum.

Description of different types of positions and how backup is

arranged:

Lzboratory Manager:

Is = * .
u_-_“wwu.n.u”__.ﬂu..n.wh EDSKS NG rEsonsi -n-u e LODOrory ﬂd...ﬁ..._,

Backup staff member: | [Indicate which sinff member can reploce the Laboratory Manager in cose of obsence]

Qualty Project Team
[pius QualityFocal

Point]:

i

e e P 1
.u_._n._.uumum..ﬂuwu.u.n LSS (N0 responsi -n-u the Quat _Hnn.. ...,_.i.

T B " T ] - n v I - B L - o —— 1
Backup staff members: | [Indicatz which sioff member]s) con reploce Quality Project Taom members (db this onfy when this s necssary]|

Biossiety Ofcer

Is . = * & oL I || -_I J
u_-_“wwu.n.u”__.ﬂu..n.u.h LSS (N0 responsi -n-u Wmu......m:ﬂm... Ujicer

Backup staff members: | [indicate which sinff member con reploce the Biosafety Officer in cose of absence]

Section Supervisor:

[Short description of the tosks and respansibilities of the Section Supenvisor]

Backup staff members: | [Indicate, per section supervisor, which siaff member can serve os bockup in cose of absence of the Section

Supenvisor]

f Laboraiory Technologists]

Backup staff members: | [indicatz which sinff members con replace absent Lnboratory Technologists (do this per Technologist]

Laboratory Technician:

[Short description of the tusks and respansibilities of La

_..11...._1
..__LJ ﬁ 1

Backup staff members: | [Indicaiz which sinff members con replace absent Loboratory Technicians [do this per Technician

Lsberstory Mttendant

.u_.n‘uu.n.m”nﬂu..n.wh-duﬁ ing responsitiiities u--._

i
Doy ALIEGD

Backup staff members: | [Indicate which sinff members con replace absent Lboratory Aftendants (do this per Attendant]]

Woeld Health

Organization

Laboratory Quality Stepwise Implementation tool
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Authorization Matrix

Key
A: Authorized to perform task
R: Responsible for task being performed

Abbreviations:

LM: Laboratory Manager
QQ: Quality Officer

BO: Biosafety Officer

EO: Equipment Officer

LT: Laboratory Technologist
1A: Internal Auditor

Secr: Secretariat

OH: Occupational Health

Task

|tM [Qo0 [BO |EO LT [Secr. |Other

General

Implementing and maintaining the quality management system, content wise

=
=

Implementing and maintaining the quality management system, design and assurance

=
=

Formulating and changing quality policy

E

Implementing the quality policy

Evaluating quality policy (audits, management review, etc.)

)

Translating quality targets in action plans

Executing action plans originating from quality targets

Archiving and follow-up of action plans originating from quality targets

Providing information through quarterly reports, needed for the management review

Performing and recording management review

e = = e = e = e = e =
=
=
I=

Archiving of management review and quarterly reports

Formulating actions following management review in action plans

=

Executing action plans originating from management review

DD |2 |2|P |22 =

=
=
=
I=

Archiving and follow-up of action plans originating from management review

Drafting quality year plan

R/A

Execution of selection and application procedure new personnel

R A

Ensuring that research methods and equipment comply with present scientific knowledge and technical R A |A

This continues for all the quality system essentials (Facilities & Safety, Purchasing & Inventory, Process Management, Information Management,

Documents and Records, Customer Focus, Assessment, Nonconforming Event Management, Continual Improvement).

@ﬁﬁﬁﬁ Laboratory Quality Stepwise Implementation tol
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Position Description

Name of position: Laboratory Technologist

Direct supervisor: Laboratory Manager

Status: 1 Full Time Equivalent

Pay grade: Scale 7

Qualifications  and | Degree in Medical Laboratory Technology or with equivalent education/work
experience: experience.

Individuals qualifying for this position with and Associated Degree must have
certification as either a Medical Laboratory Technologist or a Clinical Laboratory
Technician.

Certification status will be determined and tracked by the laboratory.

Assist the Laboratory Manager in the coordination of laboratory activities. Provide accurate, timely and cost
effective testing of patient samples to aid in the diagnosis and treatment of disease in compliance and harmony
with the quality management system. The laboratory technologist has no supervisory responsibility.

Essential tasks:

Laboratory Procedures: Perform a variety of technical laboratory procedures according to national, hospital,
and laboratory standards to aid in the diagnosis and treatment of disease.

Documentation: Responsible for accurately completing records and reports and other statistical information.
Follows laboratory policy for data retrieval, record keeping, and identification, requisition, reporting, charting,
and billing procedures.

Communication/teamwork: Maintain positive working relationship with the medical staff and hospital
personnel. Use positive interpersonal skills to educate/support laboratory customers and promote success of
team members. Use clear and concise verbal and written language with staff and the clients. Act independently
on supervisor’s direction and accept responsibility of the adopted policies and procedures of the hospital and
the laboratory.

Quality Management: Participates in quality control and quality assurance activities. Don’t report patient
results unless quality control data are within accepted intervals. Recognize out of control values, takes
corrective actions in accordance with laboratory procedures and notify others of changes.

Safety and education: Comply with laboratory safety procedures. Possess adequate knowledge of
instrumentation, theory, and application of new and existing examinations. Complete education necessary to
maintain licensure or certification for the job.

Problem solving/critical thinking: Assume responsibility to resolve problems. Perform required preventive
maintenance procedures on laboratory equipment. Investigate and resolve technical problems, consult
supervisors if resolution involves policy or procedure modification. Identify real or potential situations of
equipment failure. Attempt to resolve within area of specialty or knowledge and refer complex issues to
appropriate sources. Laboratory technologist can be a key analyzer/operator with proper training and
documentation of skills. Follow the laboratory safety policies and participate in safety education programs.

General performance:
The list below is not intended to be an all-inclusive list of essential functions for the job described, but rather a
general description of some of the responsibilities necessary to carry out the duties of this position.

Perform tests according to laboratory procedure and guidelines and test results are correctly and legibly
entered on the patient report forms and laboratory records.

Check specimens for their condition, acceptability and appropriateness to the test and exceptions are noted.
Complete special assigned work or projects as instructed.

Maintain a neat, sanitary, organized work area.

Keep an adequate supply of working materials on hand.
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¢ Organize work pending and appropriately left for follow up.
e Report all critical values promptly to the client.
e Complete and deliver morning tests results to the floor by 11.00hrs.

Possible other remarks or

e Upon date of Hire: Current Negative TB Test
requirements important  to e Ability to Pass a Criminal History Check and Drug Test
this position: e Must be current in all immunizations

e Must be able to read, write and speak English.

¢ Regular attendance is a requirement of this job.

Drafted by: National Public Health Laboratory
Date: 2-11-2013
Signature

Laboratory manager:

quaiall L5 gl) Chagll migal 8zdsal
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Position Description : (personal job description of a laboratory technologist who is also
authorized to assist the Quality Officer with document control activities. )

e Name of staff member: David MOTELA

e Position: Laboratory Technologist

e Direct supervisor: Laboratory Manager

e Status: 1 Full Time Equivalent

e Pay grade: Scale 7

e Qualifications and | Degree in Medical Laboratory Technology or with equivalent education/work
experience: experience.

Assist the Laboratory Manager in the coordination of laboratory activities. Provide accurate, timely and cost
effective testing of patient samples to aid in the diagnosis and treatment of disease in compliance and harmony with
the quality management system. The laboratory technologist has no supervisory responsibility.

Essential tasks:

Laboratory Procedures: Perform a variety of technical laboratory procedures according to national, hospital,
and laboratory standards to aid in the diagnosis and treatment of disease.

Documentation: Responsible for accurately completing records and reports and other statistical information.
Follows laboratory policy for data retrieval, record keeping, and identification, requisition, reporting,
charting, and billing procedures.

Communication/teamwork: Maintain positive working relationship with the medical staff and hospital
personnel. Use positive interpersonal skills to educate/support laboratory customers and promote success of
team members. Use clear and concise verbal and written language with staff and the clients. Act
independently on supervisor’s direction and accept responsibility of the adopted policies and procedures of
the hospital and the laboratory.

Quality Management: Participates in quality control and quality assurance activities. Don’t report patient
results unless quality control data are within accepted intervals. Recognize out of control values, takes
corrective actions in accordance with laboratory procedures and notify others of changes.

Safety and education: Comply with laboratory safety procedures. Possess adequate knowledge of
instrumentation, theory, and application of new and existing examinations. Complete education necessary to
maintain licensure or certification for the job.

Problem solving/critical thinking: Assume responsibility to resolve problems. Perform required preventive
maintenance procedures on laboratory equipment. Investigate and resolve technical problems, consult
supervisors if resolution involves policy or procedure modification. Identify real or potential situations of
equipment failure. Attempt to resolve within area of specialty or knowledge and refer complex issues to
appropriate sources. Laboratory technologist can be a key analyzer/operator with proper training and
documentation of skills. Follow the laboratory safety policies and participate in safety education programs.

General performance:
The list below is not intended to be an all-inclusive list of essential functions for the job described, but rather a
general description of some of the responsibilities necessary to carry out the duties of this position.

Perform tests according to laboratory procedure and guidelines and test results are correctly and legibly
entered on the patient report forms and laboratory records.

Check specimens for their condition, acceptability and appropriateness to the test and exceptions are noted.
Complete special assigned work or projects as instructed.

Maintain a neat, sanitary, organized work area.

Keep an adequate supply of working materials on hand.

Organize work pending and appropriately left for follow up.

Report all critical values promptly to the client.

Complete and deliver morning tests results to the floor by 11.00hrs
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Tasks authorized to perform: |e  This staff member is authorized to perform the tasks for which the position of
Laboratory Technician in authorized (refer to the General Authorization List,
room Al5, cabinet C004)

e Furthermore this staff member is also authorized to assist the quality officer with
document control activities. As such this staff member is authorized to perform
the following tasks:

o Maintaining and adapting the Document Control Log

o Revising the Quality Manual, SOPs, annexes and forms
o Retrieving the Quality Manual, SOPs, annexes and forms
o Maintaining the Quality Archive
o Adapting the Quality Archive
o Control and Authorization of the Quality Manual, SOPs, annexes and forms .
Possible other remarks or |e Upon date of Hire: Current Negative TB Test
requirements Important 10 |e  Ability to Pass a Criminal History Check and Drug Test
this position: e Must be current in all immunizations
e Must be able to read, write and speak English.
e Regular attendance is a requirement of this job.
Drafted by: National Public Health Laboratory
Date: 2-11-2013
Signature

Laboratory manager:

Laboratory Quality Stepwise Implementation tool @M‘ ‘é'af)zjn L.LAJJ\ GJJAJ 9 GJJA".
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Equipment register

Eliboralz iniomszion with regand i oparalion and mainienance can be found in the Equipment S0Ps

Catigory

Equipmert

Label

person + contact defais |purchass

Serial rumber [Manufcturer Manufacturer's contact Date of |Dae put o [Location |Physical | Service provider ffor

Senvioz provider contact (Frequencyof [Datelest  Datenedt  |Remarks|
sanvice equipment | condition| maimenanceand calibration) | person + contactdefals |meinkenance |maintenance mantenznce

Freezens)

Refigeratorfs)

Incubetors]

Aurockave(s)

Negative pressure sysiem

Cenfrifugels|

Binsafety cabinetfs)

Blectic bumeris)

Analtical balancels)

Disflled water maching

Pipetefs)

Microscope(s)

Inspissatarfs)

Slide warmerfs)

FElectricity stabizeris)

el o 73 gad 10 zisal

Genaratorfs|

UPs[s)

Server

Compders

EE@

Printeris

Aircondifioning

Copy machinels)

Telephanels)fajss)

Mctorwehicle(s)

.Ew ﬁaﬁﬁ Laboratory Quality Stepwise Implementation tool
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National Public Health Laboratory [seswsr [ees

REbnewe piEr 10-10-201%

1. Real-time PCR madhine TREED

2 Dhjectives & Scope

This proboscol desoribes how bo perform a resl-time POR on the TRFES PCR detediion sy=:ems. This SOF is spplicable
to =il sbafT memiders working with this machine.

3. Abbreviations and definitions
For gerersl abbreviations, definitions and termirokomy s== O 1 “Seneral™.

TRF  TRPES RealTime PCR detedion system
Threshokd Ty

Laborbony Mansger

Laboratony Tedhmologist

Rooemn temprabune

M=ting Temperatuns

Technical Oftionr

BANER

4. Tasks, responsibilities and acoountabilities
For menersl authonzations refer bo e Authorization Matna.

Task Surthsorioesd | Responisible
Cipermtings the machine asoconding to chapber 2 “Op=ration” LT LM
Troubleshooting basic problemrs LT/ Swberral | E0

iy Dot

EApErt
Comtacking supplier & bout errors |efber oonsu it ng with L] BC LM
Updatine apenda LT LM
Updating ook “Genetic Arahyzer/FOR mschines” BC LM

5. Description of the piece of equipment
The TRPEI™ detechion system is 8 sic-channel real-time PCR system. R indudes & X1050 thermal cypder chassis,
TRFES optical rescion module and FCR analysis software. See the el for more: information.

6. Safety and Emviromment
See the peneral safety instrsctions in the Bicsaisty Manual.
7. 5tartup procedure [calibration and controls) and maimtenance

7.4 Calibraticn
The devios bests itseif before the measurement SeEins (so= manael, e’ Seww TRPSS.com).

(AR ) forid Health | aboratory Quality Stepwise Implementation tool <laal) SOP GSJ.M. 11 G.SJAJ'
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Wearsion: Wi

National Public Health Laboratory [eecese [cwws

Retrieve per: | 10-10-3701%

| Peggess 3

72 Maintenano:
It is pot nep=ssary bo service the desice on & neular beasis. ED notes all malfunctions and sctions undertalben in the
loghook.

E. Dperation

i

r
£

W oW

2

m LGRELEE

Sigm up in tirree imcthe REAL TIRIE POR TRP 4 + 2 (and sequencer] agends with the addition TRP 1 or 2 and your
Ramie.
Turn o the: computes (i ofT) amd 1§l in usemame | REPCRE] and Fassasord.
Turn on TRP machine Ko. 1 or . F under remote condrod appesrs on the TRP then the TRFP 5 cormeched with the
computer.
Eoto Skt Spediic systems, and dlick o FOR Analysis 2.0 5o haere.
O e Startup wizard window, select Oreabs a new rum, Sen click 8.
It the PCR Analysis 2.0 softeane is already started then sslect under the: tao <fi==; “new™; “run”. The Run Sshop
window will appear, dick on open id or open the lid manually by usng the Open Dutton on the TRP machine 1 ar
2, then place your plate or strips in the comredt orieniaiian i the machine, then dicdk dose lid |by computer or
Cick on Prodooal, Bhen dick Select Existing for am exisking protoool.
For cresting & new protocol ses rarresl
On the “select protoocd™ window, the folder “sdmin™ cpens and then cick on appropriste folder: 1 one of the
TRF machires is slready running, sslec “Deskiop”, selact “Shornout sdmin™ and seleck the sopropriste folder.
The following probocol will appear:

1- o1, 0°C for 10°040,

Z: 98,0°C Tor 0:10,
: B3, 0°C Tor 0205,
: F2.0°C Tor O0:15, Pleb= Resd,
SO0 2, 35 miore mes,
- o 0°C fowr 2200,
- M3 0°C for 1:00,
- Bditt Curee 7O o SN Imcremment 0,95 for 0010, Plabe Fesd, End.

¥ Eample volurres 25, Run tre approcmretely 13500

Click “next™. On the “plate tab~, select aporoprigbe “sypress losd™ ez, Quick Flabe 5€ wells sl channels or Quick
Flab= 56 wells only SYER]. click on “edit” to add or nemose fluorophones, to change sampie volume and add 10s
j'only one fluorophore per charmnel] or dide “Select Exsting™ for a fianed plaie design
Click “neeid™. On Hhe “Stert Aun™ tab, ssbsct the medhine: TRPL OR TRPZ.
Click on “start run™ at the botbom of e wincow.
“sSave optical data file™ window will appsar. Seled: the spproprate file to ==ve the data
The machine will swutomatoally start
Wite=m the meschine finishes the experiment, open the lid, take out the: plabe or strips then cose the: d, discard
the piske or Sps in the biwe oconiziner with Sisck d reear the: machine sooording to FOS “Waste disposal™.
Learyes mresdhine and computer on Close only your data analysis file

LU T RS R T
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National Public Health Laboratory |eeseses rmss

Rebriewe per: | 10-10-3101%
Pages: 3

8. Problem solwimg

Oheck the mamual for more: informretion in case of problems, o refier o the resporsible persom of the devios and)’ or
ED. When neceszary, contact the supaiier (after consuling HGAM). Communicate =il problems with the ED, who
will record thee sctions undertaken in e borbsook “Gepetic Anshyser/FOR machines™.

10. R=lated Documents

Gk 1 “oeneral™

FOS “Waste disposal™

FEAL TIME TRP 1 # 2 [and sequencsr] agenda, nert bo the desios

TRFES Real-Time PCR Detection Systems. Insmoction rmarsal. Ondine: st hittped sy TRPES. 0om Faper mamusl:
mext to the device inroom A3,

Loghesok “Senetic Analyssr/FOR machines™, noom A3

=  Eiosafety Manual in room B3 (offios Eiosafeby Offfiosr] B2 | seoretary], B1 L) and 543 (weiphing mooe ).

11. A=lated Forms
" AAF formn 01 “Wiorkshest SYSR Gresn resl ime PCE™
- P43 form 01 “1rciusch om off N PeErsonnel™

127 Referemno=s
M

13 Artschiments
# Of 2 amnex 1 “AucthoricasSon RFatrme
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Code: PaAl
Version: V1

National Public Health Laboratory [ffeciveper: 55200

Retrieve per: 8-8-2015
Pages: 1

Signature =
authorizer:

1. Stock Card Template

Item:

Catalogue number:
Wendor;

Vendors information:
Unit quantity:

Lat Expiry Date Date of Ameunt Date of amount ef | Balance of | Signature:
number: date: ardered: receipt: received: uBe: used items still
Items: in steck:

() e et | shoratory Quality Stepwise Implementation tool

Q9 jaal) AUy i gad 1277354l
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105 il cala g

O3 Al Ay araal ]
Ay Sa i) 5ol iy (e IS 2xe aidal 1l e IS 2
(ie S (s 3l
Stock Inventory os)aell disad” 4dlsie Jaaly anaa alae 3303
Gl denl aaly calaall a0 B cued SSle xay "Register
A "Stock Inventory s aell Clsiaa" 4aesl &Y "Orders
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Process Management <lilaad) 5,03 1.6
i 1.6.1

Jidaill Request Form <l z3 gai dlae) 1

M\@d‘)ﬁ&m QLAM\@AM:\.AJG L) 2

e psty (ANl LAY aseal (SOP) Zanldll Jurlall cile) ja) elii) |3
)93';45\

JuaiRequest Form b rdgaidae/  1.6.1.1
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Recehed: 7
Test Request Form — [name laboratory)
Patient details Requester details:
Mame: Mame:
Address: Crganization
Telephone number: Address:
Date of Birth: Telephone number:
Gender: 1 Male O Female
Sample details:
Urgency: O Mormal Sample taken from patient:
JURGENT Date: (e i)
Time: [Fih/frnevi)
| T Fasting ~ Mon-fasting
Z Blood ~ Urine — Swab _ Tissue
O Faeces _ Sputum Z Fluids _ Cytology
_ Other, namely:
Relevant clinical infermation:
Drug therapy: Last dose:
Date: d/mmiyyyy)
Time: [y fenari)
Other relevant
clinical information:
Examination requested:
Profile test Biochemistry H logy Picrabiclogy Anatomical Fathology
O G000 J DF5 JCEA OHW1&2 O FBE (ingl, ESR) O Urine FEME C Histology
OG 2005 JLFT JcAa1l O Hbalc JFBC JRPR (VDRL) C Non-Gynae/FNA
deTe JRFT dJcAas O HBsAg O Hb O Miicroscopy/ Culture/Sensitivity
aem aTFT Jcag O H. pylari JTwpc O AFB [ZM] Srmear Only Site:
OMNEQ O MAL JPSA O Uric Acid | O Platelets O AFB Smear & Culture
JES JLGL O AFF O Free T4 I ABD & Rk (D)
JHB3 Jur O Ghecase J Malaria parasites
Additional tests: Cervical Cytology:
2 Pap smear
Z Normal
o Post-Mono Blood
O Susp lesion
J Crther:
Site O Cervix C Endocx O Post Farnix
d Vault C Lat. Vag. Wall.
O Other, namely:
JLMP [dddmmyfymyy)
T Post — menopausal
2 HAT [hormone Replacement
J Other, namialy:
Date [delfmmiryyd Requester’s signature:

'::'J:;:": Laboratory Quality Stepwise mplementation tool

Adapt this form to your own situation.

Jeladl) qulla i gad 137394l
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eda 1S Jpm llall 73 sai (30 Ailal) gall e Aaal 5 el Aol (S
pand S Az 3 o) iy Al Sla glaall 8 Lag 23 sl (1o and S

) 3 Faallall daall ke Lapad Caxany 35 Jul ol el ol

Revised TB recording and reporting forms and registers —
version 2006 , Prepared by the Expert Group on TB Recording
and Reporting forms and registers WHO Stop TB Department,

Geneva, September 2006.
(rag S

& uba alewsd 85 O (S Al (il gall da] e ia ) Lin) 33 sadl B
:(L._Au\ CJ}AJ dac

CA)AS‘ ) s 3 5 Sl 4 slhadll paliall &l @ o Gl CJ}A.! L) ]
.(5.4.3 454 ISO 15189: 2012

5.4.3 Request form information

The request form or an electronic equivalent shall allow space

for the inclusion of, but not be limited to, the following:

e a) patient identification, including gender, date of birth, and
the location/contact details of the patient, and a unique
identifier;

NOTE Unique identification includes an alpha and/or numerical

identifier such as a hospital number, or personal health number.

e b) name or other unique identifier of clinician, healthcare
provider, or other person legally authorized to request
examinations or use medical information, together with the
destination for the report and contact details;

e ) type of primary sample and, where relevant, the anatomic
site of origin;

¢ d) examinations requested,;

e ¢) clinically relevant information about the patient and the
request, for examination performance and result
interpretation purposes;
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NOTE Information needed for examination performance and
results interpretation may include the patient’s ancestry, family
history, travel and exposure history, communicable diseases and
other clinically relevant information. Financial information for
billing purposes, financial audit, resource management and
utilization reviews may also be collected. The patient should be
aware of the information collected and the purpose for which it
Is collected.

e f) date and, where relevant, time of primary sample

collection;
e () date and time of sample receipt.

NOTE The format of the request form (e.g. electronic or paper)
and the manner in which requests are to be communicated to the
laboratory should be determined in discussion with the users of
laboratory services.

The laboratory shall have a documented procedure concerning
verbal requests for examinations that includes providing
confirmation by request form or electronic equivalent within a
given time.

The laboratory shall be willing to cooperate with users or their
representatives in clarifying the user’s request.

Clal B alla g cpils gall Lo o) Glelaia¥) 4 cllall 23 a8 apaii 2
Lead 0 S8 ()5S Y 38 e sl ) (il gall (amy sl ()5S B (pauill

ZAsall oL ie
il el y8) Liay) agie callal g L) (e apdell Callall 3 g a3
el sl JBY) (amy A 058 O (S dilide Hhai dga g ageal cLLY
250 e IS e 82l 1) Cpmanil) il ) e ol callall 3 s st 4

,;L}Ja;\ﬁ\j POEOA|
Ll aaaad 23 saill 8 6l da 3 i) Jee callall Zasaidell 5
OF LY £330 AUl 43 Loy 4 jdal) Cila sadll Jaad Uiy (ol
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[ a1
WErsion: Wi

MNational Public Health Laboratory [Emeveper: [i220:

Erineve per: 1-2-201%

1. @ram Staining

2. Obhjectives & Scope
Gram steining tedhnique is used for staindns bacheria, yeasts and aerobic achmomycetes.

This Standard Dperating Froosdure is apolicable to sl te=chnical staff in the microbiology section that he: besn
traiped in performing this procedusne and ane competent snd authorized to perfionm this procedure.
3. Abbreviations and definitions

For enersl abbreviations, definitions and terms refer to quality marmual chapter 1 “General.

= S0P Stendand Operating Frocedne
& O Quality kManual

4. Tasks, responsibilities and accountabilities
For merersl suthorizetons refer tothe Authorication Mskrid.

Task Lyrtheorized | Responsibhe
Freparaiion of resserks LA LFaA
Freparation of slide LT LA
Staining of slide LT LFA
InkEnpretetion of resaks LT LFA
Re=parting of results Dl LA

5. Primciple

The compasition of the o=l wall of & mirooEanism Getermines whethiar it will netain cnystal viobet e or e decolorized
and mede visible only with Bhe coumterstein, safranin. Thoss organisms Hhak retain the onystalvicket dys will Smin e,
those that do not are staned red with safrenn. Bl micho-EanisTs ans Srm positive. Red micrn-orenisms are Srmm
mizEetTae.

6. Safety and environment
Sefeby rules st be taken into considerstion when working with potentially infectious patient materisls. For merersl
safisty nules neder to the biosafiety manusil

Aliguict Dilood oufhures and prepans shides from biocsd oufbures ince biosafety abinets.

7. Sample
Gram stains cam be made from blood cufture ard solid oukure. OF bokh types of samples onty 8 small guankiby is

‘World Health

A Drganization  Laboratory Quality Stepwise Implementation tool J,\Sh:d\ SOP E:’J'“. 14633'“.
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WeErsion: Wi

National Public Health Laboratory [Steaweper ]1e-20:

Retrieve per: | 1-2-2013

Sampis type: Mirirmal guantity Ztorage conditions
Elosnd cutbure: 1 drop 4%C, room AZ, refrigeator L
Solid culbure: 1 ooloery 2£%C, room AZ, refrigemator L

After incubstion OsRures are stomed at 4°Cin & refrigerstor.
Stmins are stored &t room bermiperstune.

B. Equipment and supplies

Supplies: Stowrage location:
Ghass shides Rizsoem &3, cabinet L
Syringe with nesdie Foom &3, cabinet L
Fasteur pipstbes Foom &3, cabinet L
Loop Raosoem &3, cabinet L
Stziming rad Fosom &1, safeby hood
Equipment [eguipment code]: Storage location:
Shide warmmer [B001] Fosom &1, safeby hood
Lig=hi microsoope [B005) Fosoem 41, babde

8. Reage=nts and chemicals

berm (S0P Tor reference] Shorage location Storage comdition
Crystal Violet [F23) Ro=rm &3, safety abinet 3 Riooem temperabure
I [F23] Foom &3, safety mbinet 3 Rioam temperabune
53% sthanol/acetone |F23) Room A3, safety mbinet 3 Rioam temperabune
Safranin [PZ3| R0 A3, safeby cabinet 3 R temparabune
Irrrmersican ol Rizszimy A1, tabie

1D, Oumlity Controld

Ferform the quality combrod below once per wesk. The quality control mnsists of resding prepaned =lides with Smm
positive and Gram negptive onsanisms. For Gram positive Stophpeooous gureds is used, for Gram nezpbve £ ool is
et

Int=roratation and scoasinble §miks:
® Gram Positive 5 ouneies sne visiole as Do cooo
= Grm negpbve £ ool ane visible as red cadlli

Froosssimg of the resuls:
s  RAecord the QC resufis of the Sram sStain (G sheet provides in Armey 1.

s  Recond wnaocepbabie 05 nesuilts sk on 8 nonconformmiky form o initisbe problem: anakysis and comective
mCtan.

®  Review Hhe GC resuls avery monthe

Artions in case results are outside aoo=ptable Emits (performmed by the Isborstory techraologsist):
®  Stmin mew covbrol slides

s I il racceptable, check the quality of the neagent, check it the saining prooscdune was foliowed cormecthy
and check i the comect neference Sirains wens wsed
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VErsion: Wi

National Public Health Laboratory |Sedepe: |ve20:

Retrieve per: | 1-8-201%

11. Proc=dure

11 1 Prepargtion of smesrs

From Blossd culfure:

1 Usinga Fasheur pipetts ora loop, remoye & srall aliquot and plscs a drop or oo ful of blood on e giass shide
2 Fiace on slide wermer to dry and fix slide for apomooimately 30 mirstes

From colonies:

1 Fisce s drop of sterile distiled waier or saline onto 8 gass slide

2 Usinga i pl loop, remove 8 colony ard emulsity in the drophet

3. Fiace on slide wermer bo dry and fix slide for aponooimately 30 mirstes

11 2 Stsin procedure

Flood dried slide with crystal vioket and b=t starnd one mirbes
Rirse with tap weber snd drain off eaness water

Flood shide with grae’s iodime= and let stand for ane minuts
Rirse with tap weber snd drain off eaness water

Diecolorize with S5% etivgl aiooholscetons until most of the orystal viodet is remoyed in thin sneas [length of
dieolarizing tirre: depends on thidaness of smear]

Rirse with tap weber snd drain off eaness water
Counterstain with safmanin for 10 s=conds

Rirse with tap werber snd drain off eaness water

Fisoe on slide wanmer unkil diny or blot penthy on paper towel

L W e

2@ m

11 3 Examination

1 Fisce s drop of immersion oil on the siide

2. Emamire using oil immersion | 100n) objectivwe

3. Foous using coarse and fine adjustment knos until objects are in fooes

11 4 Results
Inkerpretetion of nesks:
® Bl OrzEni STS — Gram Postive
®  Red orpanisms — Erem Nemekie
*  Yeasts stain Gram Positive
®  Background meterisl, ol oytopiasm SN red

11 5 Reporting of results

1 Desribe onEanisms by their Smm resdion (Smm Fosithe - blue, Gram negetive — red] and their microsoopic
meorpholazy and arrengement [e.g. cood in pairs, dhains, diesters; badili, small, large, filsmentous, yeasts]. Far
EIAple “Eram positie mod in dhains”

2. Record the fingings in the Result Register

3. Foliow the normal reporting procedure 2s desoribed in S0F P4e2 “Reporting of Resufts”
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National Public Health Laboratory ;::';:: s
Fages: 4

u;.lhnri::-r. Eh""'—-

11 & Limitations

1. The length of time of the decolonzing sbep (ethanol /aoetste] is oritical. Thin smesrs requines kess tirme than thick
srmsars. Too much deoolonzing will rerder everything on the side red; not enough decodorizing will render
everything on the side biue

2. Gram positive organisms, espedally bacili, from cultures that are not fnesh (=25 hrs| mey nok retain the oystsl
violet and stain red

3. Some spedes of bacena are desoibed a5 “Grm venable” and meay stain bl or red or show Doth oolors (e
Gardnen=ia wnginelis]

11.7 Oennsp

1 Used smining Bquid should be discanded in the liguid waste chemical conkainers
2. Gram smesrs should De discarded in the subodeve bin

12. Related document
®  OM1 “GeEpers’™
Biosafiety Manual, present in every lsboretory noom and the admi nistration office
S0P P23 “Preperation of Smm steRing resgents
SOP E4 “Lis= and mainb=nance of light microsoope”
S0P P4 “Reporting of resufts™

13. R=lated Forms
® P4F] “Result report™
®  Patienk regisher, secretarist

14. References
®  Kanual of Oinical Micobiology, Ohapin, KC, Leudendele, T, A50 Press, 2003, Washington, DC. Chapter:
Reazents, Stains and kedia,
®  Patient Safety Monitonng & Intemational Lasorstory Evalustion porsl Arcessed on February 20, 2013
Asmilable st kit fresounces. psmi ke .o resouroes) process control section-s pedfic
inforrreskian, microbi ooy, \tecteriology Fro6. 7-A- 1252 e remis2 05 teinf 2 03210, doc fview

15. Artschments
®  Amned 1 “Ousslity Conkrol Sheet Gram St
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1. Master SOP

2. Objectives & Scope
This SOP describes the development of SOPs, forms and annexes.

This SOP is applicable to all employees of the laboratory. Uniformly
developing, changing and controlling SOPs, forms and annexes will lead
to clarity and recognition.

3. Abbreviations and definitions
For general abbreviations, definitions and terms refer to quality manual
chapter 1 “General”.

e SOP Standard Operating Procedure
QM Quality Manual
e User: Person who uses the quality document

4. Tasks, responsibilities and accountabilities

Task Authorized | Responsible
Determining verifiers of documents LM LM

Verification content-wise User Authorizer of document
Developing quality documents User Authorizer of document

5. Procedure

5.1 SOPs
The laboratory uses three types of SOPs:

e Analysis SOPs
e Equipment SOPs
e Procedure SOPs
There is a specific framework for developing each type of SOP (see

annex 1 to 3).
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5.2 Developing quality documents

Every employee can take the initiative in writing SOPs. In discussion
with the LM and the QO verifiers are determined. The author writes the
SOP. This person should have the appropriate knowledge and expertise
regarding the procedure for which an SOP is written.

Verification of quality documents is done by:

e At least one user of the quality document for compliance with
practice
e The QO for compliance with the quality standard.
Authorization of quality documents is done by the LM.

Author:

1. The author makes him/herself known to the QO with the wish to write
a new SOP.

2. QO makes a unique code for the new SOP and proposes (when not yet

known) who the verifiers are and the authorizer.

The QO fills-out the header of the draft SOP and sends it to the author.

The author writes the SOP; use the appropriate framework for

developing the document (see annex 1 to 4).

5. Save the SOP on the computer with the code and title, the year and
month of developing the quality document and your initials as
filename (for example: P15.Recording.2013.08.MG.docx).

6. Send the draft SOP via email to the verifiers, authorizer and possible
other users for commenting.

7. Discuss the comments with the verifiers, authorizer and users, for
example during a weekly staff meeting.

8. Process the comments into an improved version of the SOP.

9. Send the final SOP via email to the QO.

Subsequently:

B w

10.The QO ensures that the SOP is printed and signed by the author,
verifiers and authorizer.

11.The author, verifiers and authorizers sign the SOP with blue pen. The
authorizer also places his/her signature in the header of each page. The
last person who signs the SOP gives the SOP back to the QO.

12.The QO places the signed SOP at the appropriate location.
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5.3 Coding of quality documents

Each SOP gets a unique code in the header of each page. Codes will not
be changed after they have been assigned to a specific document.
Coding is done as shown below:

Quality Manual: QM + chapter number

Procedure SOP: P + index number

Equipment SOP: E + index number

Analysis SOP: A + index number

Forms: Code of SOP or QM chapter + F + index
number

Annexes: Code of SOP or QM chapter + A + index number

For example:

Annex to the Master SOP: SOP P1A1.

6. Related Documents

e QMI “General”
e Authorization Matrix

7. Related Forms
N/A

8. References

ISO 15189 Medical Laboratory — Requirements to quality and
competence. International Organization for Standardization. Geneva
2012.

9. Attachments

Annex 1: Framework for developing Procedure SOPs
Annex 2: Framework for developing Equipment SOPs
Annex 3: Framework for developing Analysis SOPs
Annex 4: Framework for developing Annexes and Forms
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1. [Annex 1: Framework for developing Procedure SOPs]
[Change the above title into the title of the Procedure SOP that is going
to be written]

2. Objectives & Scope
[Describe briefly the objective of the SOP, the scope and to whom this
SOP is applicable]

3. Abbreviations and definitions

[List the abbreviations and terms that are present in this SOP and give
their definition. For abbreviations that are general and used in all the
quality documents, refer to the first chapter of the quality manual that
lists all the frequently used abbreviations]

4. Tasks, responsibilities and accountabilities

[Describe, in the table below, the responsibilities and authorizations
related to the execution of the procedure as described under paragraph 5.
“Procedure” of this SOP]

For general authorizations refer to the Authorization Matrix.

Task Authorized | Responsible

5. Procedure
[Describe the steps of the procedure in chronological order (make a
numbered list). Take into account the following point:

e Write in imperative as much as possible

e Take the basic knowledge of the user into account when writing
this procedure

e Describe all the activities of the procedure: technical,
administrative and control activities

e This chapter can be divided into different paragraphs at its
discretion (think of introduction, safety, materials needed, method,
storage, controls, waste disposal, labeling, archiving, etc.)

e Refer to other SOPs if necessary
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e For labeling of reagents and chemicals and waste disposal: refer
to the biosafety manual]

6. Related Documents

[Provide a list of related document such as related SOPs, QM chapters,
log sheets, package inserts, evaluation/assessment reports, equipment
manuals, software manuals, etc. When the documents are not coded
according to the quality management system: provide for each document
the location where it can be found.

For example:

o OMI “General”
e Biosafety Manual, in every laboratory room and the administration
office]

7. Related Forms
[Provide a list of forms that are relevant to this SOP such as request
forms, work-forms, batch forms, etc. Provide for each document the
location if it is not controlled (coded) according to the quality
management system.
For example:

o P43F1 “Induction checklist”]

8. References
[Refer to literature used for writing this SOP.

Book: Title, edition, author(s), publisher, year, city, first page —
last page
Journal: Journal name, year + volume + issue, title of article,

author(s), first page — last page]

9. Attachments

[Provide a list of annexes. These can both be controlled documents and
uncontrolled documents. For documents without code: provide the
location where they can be found.

For example: P141 “Framework for developing Procedure SOPs "]
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1. [Framework for developing Equipment SOPs]

[Change the above title into the title of the Equipment SOP that is going
to be written]

2. Objectives & Scope
[Describe briefly the objective of the SOP, the scope and to whom this
SOP is applicable]

3. Abbreviations and definitions

[List the abbreviations and terms that are present in this SOP and give
their definition. For abbreviations that are general and used in all the
quality documents, refer to the first chapter of the quality manual that
lists all the frequently used abbreviations]

4. Tasks, responsibilities and accountabilities

[Describe, in the table below, the responsibilities and authorizations
related to the execution of the procedure as described under paragraph 7.
“Startup procedure (calibration and controls) and maintenance” and 8.

“Operation” of this SOP]

For general authorizations refer to the Authorization Matrix.
Task Authorized | Responsible

5. Description of the piece of equipment

[Write a short introduction and provide a short description of the piece of
equipment: name, type, brand, supplier, function, method, principle,
range of measurement, and, if necessary, a photo. References to a manual
are allowed but indicate in chapter 10. “Related Documents” of this SOP
which manual and where this can be found]

6. Safety and Environment

[Describe the possible risks for safety and the environment related to
working with the piece of equipment. Only describe the specific dangers
related to working with this piece of equipment and refer to the biosafety
manual regarding the general safety rules.
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Practical issues such as waste segregation, personal protection and the
use of laminar flow cabinets can be described in chapter 7. “Startup
procedure (calibration and controls) and maintenance” and 8.

“Operation” of this SOP.

Refer to the biosafety manual for waste disposal and labeling of reagents
and chemicals]

7. Startup procedure (calibration and controls) and maintenance

e [Describe in separate paragraphs the chronological sequence of
performing calibration, controls and maintenance of the piece of
equipment.

e Write in imperative as much as possible

e Refer to the log sheets for the piece of equipment

e Refer, if necessary, also to manuals and Analysis SOPs related to
this SOP]

7.1 Calibration
[Describe, if applicable:
e When and how the piece of equipment must be calibrated and when
automatic calibration takes place
e How results of calibration must be interpreted and processed
e How error codes must be interpreted, which actions should be
undertaken and by whom
e When extra calibrations must be performed
e Which data must be recorded in log sheets/logbooks]

7.2 Controls
[Describe:
e When internal and external controls of the piece of equipment must
be performed and by whom
e How results of controls must be interpreted and processed
e How error codes must be interpreted, which actions should be
undertaken and by whom
e Which data must be recorded in log sheets/logbooks]
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7.3 Maintenance
[Describe:

e When, by whom and how maintenance must be performed.
Distinguish between maintenance done by laboratory staff and
maintenance done by a technical expert (daily-, weekly-, monthly-,
and yearly maintenance)

e Which data must be recorded in log sheets/logbooks (provide the
name of the logbook).

If necessary, make a separate procedure or annex for maintenance that
must be performed by a technical expert.]

8. Operation

e [Describe in chronological order the steps for operation of the
piece of equipment

o Refer, if applicable, to related SOPs

e Write in imperative as much as possible

e Take the basic knowledge of the user into account when writing
this procedure

e Describe all the activities of the procedure: technical,
administrative and control activities

e This chapter can be divided into different paragraphs at its
discretion (think of introduction, materials needed, method,
controls, waste disposal, etc.)]

9. Problem solving
[Describe the most common errors. Referring to a manual is allowed
(provide the page numbers)]

10. Related Documents
[Provide a list of related document such as related SOPs, QM chapters,
log sheets, package inserts, evaluation/assessment reports, equipment
manuals, software manuals, etc. When the documents are not coded
according to the quality management system: provide for each document
the location where it can be found.
For example:

o OMI “General”

e Biosafety Manual, in every laboratory room and the administration

office
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e Logbook <title=>, room name/number]
11. Related Forms
[Provide a list of forms that are relevant to this SOP such as request
forms, work-forms, batch forms, etc. Provide for each document the
location if it is not controlled (coded) according to the quality
management system.
For example:

o P43F1 “Induction checklist”]

12. References
[Refer to literature used for writing this SOP.

Book: Title, edition, author(s), publisher, year, city, first page —
last page
Journal: Journal name, year + volume + issue, title of article,

author(s), first page — last page]

13. Attachments
[Provide a list of annexes. These can both be controlled documents and
uncontrolled documents. For uncontrolled documents: provide the
location where they can be found.
For example:

o PIAl “Framework for developing Equipment SOPs "]
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1. [Framework for developing Analysis SOPs]
[Change the above title into the title of the Analysis SOP that is going to
be written]

2. Objectives & Scope
[Describe briefly the objective of the SOP, the scope and to whom this
SOP is applicable]

3. Abbreviations and definitions

[List the abbreviations and terms that are present in this SOP and give
their definition. For abbreviations that are general and used in all the
quality documents, refer to the first chapter of the quality manual that
lists all the frequently used abbreviations]

4. Tasks, responsibilities and accountabilities

[Describe, in the table below, the responsibilities and authorizations
related to the execution of the procedure as described under paragraph
11. “Procedure” of this SOP]

For general authorizations refer to the Authorization Matrix.

Task Authorized | Responsible

5. Principle

[Provide a short description of the principle of the analysis: method,
detection limits, specificity, reference values. Describe briefly how the
results must be interpreted]

6. Safety and environment

[Describe the possible risks for safety and the environment related to
performing the analysis. Only describe the specific dangers related to this
analysis and refer to the biosafety manual regarding the general safety
rules.

Practical issues such as waste segregation, personal protection and the
use of biosafety cabinets can be described in chapter 11. “Procedure”.
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Provide, if applicable, the Risk and Safety sentences of the reagents and
chemicals used. Refer to the biosafety manual for waste disposal and
labeling of reagents and chemicals]

7. Sample
[Describe:

e Type of material: Serum, EDTA-blood, heparin plasma, urine,
liquor, etc.
e Quantity: Minimal amount needed
e Storage location, duration and conditions: Provide the storage
location, the duration of storage and
the temperature for storing until analysis.
This can also be presented in a table]

8. Equipment and supplies

[Describe the equipment and supplies needed and provide, per item, the
details necessary for performing the analysis (name of the piece of
equipment, location). Refer to the appropriate SOP if applicable.

For example:

Supplies:

Pipet tips, 10 pl Room A3, cabinet 1
Pipet tips, 200 pl Room A3, cabinet 1
Equipment:

ELISA washer (B3) Room Al

ELISA reader (B2) Room A2

Multichannel pipet, 100 pl Room Al]

9. Reagents and chemicals

[Provide a list of all the reagents and chemicals needed in a table.
Provide per item the name, storage location and storage conditions. Also
describe the method of preparation (e.g. dissolve/dilute), shelf life,
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storage conditions, release of new lot numbers, or refer to an SOP if
applicable.

For example:

Item (SOP for reference) Storage location Storage condition
BSA 2% (P20) Refrigerator 2 4°C

5-AS solution (P20) Refrigerator 2 4°C, dark
H20- 0,05% (P20) Refrigerator 3 4°C, dark]

10. Quality Control

[Provide a list of the quality controls. Describe per control the name,
preparation, shelf life and storage conditions.

Describe also:

e The limits of the controls (only if these never change) or refer to
the list that provides up to date limits

e How the results of the controls should be interpreted and processed

e Which actions should be taken in case control results are outside
the acceptable limits, whom should perform these actions and how
this is registered]

11. Procedure

e [Write in imperative as much as possible

e Take the basic knowledge of the user into account when writing
this procedure

e Describe all the activities of the procedure: technical,
administrative and control activities

e This chapter can be divided into different paragraphs at its
discretion (think of introduction, safety, materials needed,
preparation of work, preparation of sample, method, processing of
results, storage, controls, waste disposal, labeling, archiving, etc.)

e Refer to other SOPs if necessary

e Describe in chronological order the procedure:

o Processing the request: describe the processing of the
request or refer to the appropriate SOP if applicable.
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o Preparation of the sample: describe the preparation of the
sample, for example: ‘“centrifuge x times g and/or rpm in
centrifuge y by z°C”

o Controls: describe when and how controls should be
measured, what they should comply with and where and how
they should be recorded

o Equipment: refer, if applicable, to the appropriate

equipment SOP for calibration, controls, maintenance and

operation of equipment

Samples: describe how patient samples must be analyzed.

o Processing the results: record the results, describe the
calculations and rounding of numbers, how results should be
processed (for example: introduction into the laboratory
information  system),  first  authorization,  second
authorization, when results can be reported to the requester
and how they should be reported.

o Archiving: provide the storage locations of different records
(log sheets, raw data, etc.)

Cleanup: describe what should be cleaned using which cleaning products

(refer to relevant SOPs)]

o

13. Related document

[Provide a list of related document such as related SOPs, QM chapters,
log sheets, package inserts, evaluation/assessment reports, equipment
manuals, software manuals, etc. When the documents are not coded
according to the quality management system: provide for each document
the location where it can be found.

For example:

o OMI “General”

e Biosafety Manual, in every laboratory room and the administration
office

e Logbook <title>, room name/number]

14. Related Forms
[Provide a list of forms that are relevant to this SOP such as request
forms, work-forms, batch forms, etc. Provide for each document the
location if it is not controlled (coded) according to the quality
management system.
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For example:

o P43F1 “Induction checklist’]

12. References
[Refer to literature used for writing this SOP.

Book: Title, edition, author(s), publisher, year, city, first page —
last page
Journal: Journal name, year + volume + issue, title of article,

author(s), first page — last page]

13. Attachments

[Provide a list of annexes. These can both be controlled documents and
uncontrolled documents. For documents without code: provide the
location where they can be found.

For example:

P1A41 “Framework for developing Analytical SOPs ]

120



LABORATORY QUALITY STEPWISE dlal) cl yiidiall A 3 gad) Al ) ghad
IMPLEMENTATION TOOL

Annex [number]: [Framework for developing Annexes and Forms]

[Change the above title into the title of the Annex or Form that is going
to be developed]

[An annex or form can be drafted at your own discretion but is coupled to
an SOP or QM chapter]
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Key documents/information to be requested ahead of time
for the LAT/System:

e Terms of reference and responsible person(s) for the
dedicated unit in charge of health laboratories coordination

e Official decree/text establishing the health laboratory
coordination unit if applicable

e Terms of reference and composition of the laboratory
advisory body if applicable

e National policy for health laboratory services (defining the
goals and objectives of the national laboratory system)

e National plans to strengthen laboratory services or other
plan/s including a laboratory component

e Indicators to monitor laboratory services (as part or
separately of a strategic plan)

o Cost-effectiveness analysis for selecting technically and
financially appropriate laboratory technologies and
methods

e Documents about procurement system(s) for public
laboratories
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Documents about procurement system(s) for private
laboratories

National documents describing structure of the laboratory
services with lines of authority and laboratory network(s)
organization

Inventory or directory of laboratories performing clinical
testing (health center, hospital, public health, academic,
research, etc.) in the country

List of reference laboratories identified for priority
diseases or public health threats

Standardized reporting forms for laboratory data
Laboratory registration or licensing criteria

National quality norms/set of standards

National document identifying equipment needed at each
laboratory level

National document identifying staff (number and degree)
needed at each laboratory level

National document identifying tests performed and
methods at each laboratory level

National document describing in vitro diagnostic medical
devices (IVD) registration procedure

National supervision plan and supervision grid/strategy or
written checklist for laboratory assessment, and examples
of report of supervision

Documents about national External Quality Assessment
programme(s) including implementation of corrective
actions if needed

Example of data collected by the laboratory coordination
unit (tests ordered and/or performed, logistics data,
scientific data, etc.) and data collection mechanisms
Nation-wide inventory of the laboratory workers
Laboratory worker registration or licensing criteria and
mechanism

Laboratory worker training curricula
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e Terms of reference of the dedicated unit in charge of the
biosafety/biosecurity at national level

e Classification of biological risks and pathogens at national
level

o National legislation on biosafety

e National policy or regulation for waste management and
disposal

e National document for specimens packaging

e National regulations for the transport of infectious
substances (Category A and B)

e National vaccination policy (pre-exposure prophylaxis) for
the laboratory workers (Hepatitis B and other relevant
diseases)

Key documents/information to be requested ahead of time
for the LAT/Facility

e Average number of tests performed monthly in each
discipline (clinical chemistry, haematology, parasitology,
bacteriology, virology, etc.)

e Information on costs and turnaround time for test results
available to patients

e Customer survey results

e Organization of the laboratory and its relationship with any
other institution

e Copies of any reports on reviews (audit, etc.) by a third
party available to the laboratory

e Certification, accreditation documents

e Laboratory quality manual (describing the quality system
policy and the quality procedures)

e National or international guidelines in use or written
operating documents: e.g. published instructions, norms,
Standard Operating Procedures (SOP), bench aids, manual
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Laboratory own operating documents (instructions, SOP,
bench aids)

Laboratory instructions for the proper collection and
handling of primary specimens

Material Safety Data Sheets available for review in the
immediate laboratory area

Written instructions available for patient preparation prior
to collection (e.g. glucose tolerance test)

Standardized request form for tests prescribers
Standardized form for results reporting

Summary activity reports

Logbooks or Laboratory Information System records
Results of Internal Quality Controls and External Quality
Assessment schemes

List of manufacturers and suppliers

Record of consumables and reagents purchase

Inventory of consumables and reagents including
consumption rate

Equipment inventory and form(s)

Job descriptions defining qualifications and duties

Record of staff qualifications, training and experience
Policy concerning the management of laboratory biorisk
(biosafety and biosecurity)

List of hazards associated with proposed laboratory work
Biorisks categorization and control measures

Roles and responsibilities related to biorisk management
Emergency plans (e.g. in case of explosion, fire, flood,
worker exposure, accident or illness, major spillage)
Contingency measures planned in the event of an
emergency or unforeseen event

Instructions or guidelines for laboratory investigation of
public health events

List of the notifiable diseases the laboratory must report
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e Standardized form/document to report notifiable diseases
or other events
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Equipment name: Label:
Location: Installation date:
Temperature required: Incubator (36 £ 1 °C), Refrigerator (+6 °C £ 2 °C) , Freezer (-18°C+2°C)
(acceptable variation)
Year: Quarter:
Month: Month: Month:
Day Temp. Operator Day Temp. Operator Day Temp. Operator
°C (initials) °C (initials) °C (initials)
1 1 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
7 7 7
8 8 8
9 9 9
10 10 10
11 11 11
12 12 12
13 13 13
14 14 14
15 15 15
16 16 16
17 17 17
18 18 18
19 19 19
20 20 20
21 21 21
22 22 22
23 23 23
24 24 24
25 25 25
26 26 26
27 27 27
28 28 28
29 29 29
30 30 30
31 31 31

When the temperature falls outside the acceptable 5 ) jall cila ja a.:.)l:\.a Gl}d 15 GSJA.\

temperature interval (indicated above), investigate the

cause and fill-out a nonconformity form. Also if the cause

was easily detected and resolved a nonconformity form
needs to be completed for trend analysis.
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Template Induction Checklist

Name employee: Position: Section: Name supervisor:

General
Safety and Security

Explain safety and security system of the laboratory

Explain the emergency procedures

Explain the laboratory rules including those of weighing room
Explain safety procedures regarding work with specific pathogens
Explain smoke/nonsmoking procedures

Explain procedures regarding white coats and gloves

Explain procedures on processing of biological/clinical waste
(autoclaving and incineration) and of non/hazardous waste
Determine which vaccines employee needs and prepare for these
vaccinations

Ask biological safety officer for authorization to enter the
laboratory facility

Provide the biosafety manual for reading

Quality Management System

Introduce the quality officer/quality management system
Enroll employee in a quality management training
Explain Standard Operating Procedures

Explain the use and purpose of log sheets

Give equipment and analysis SOP for reading

Technical work

Explain the procedures performed in the laboratory
Explain stock ordering procedure

Explain operation of essential equipment

Explain software used on the computer

Cleaning schedule

Explain the cleaning schedule and procedures, including cleaning
of white coats

Date and signature of new employee for completion of
induction checklist:

Date and signature of supervisor for completion of
induction checklist:

Date and signature of Laboratory Manager:
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See I1SO 15189:2012 article 5.1.9 (ISO 15189:2007 article
5.1.2) for a list of records required to be included in the
personnel files:

5.1.9 Personnel records

Records of the relevant educational and professional qualifications,
training and experience, and assessments of competence of all personnel
shall be maintained.

These records shall be readily available to relevant personnel and shall
include but not be limited to:

educational and professional qualifications;

copy of certification or license, when applicable;

previous work experience;

job descriptions;

introduction of new staff to the laboratory environment;
training in current job tasks;

competency assessments;

records of continuing education and achievements;
reviews of staff performance;

reports of accidents and exposure to occupational hazards;
Immunisation status, when relevant to assigned duties.

NOTE The records listed above are not required to be stored in the
laboratory, but can be maintained in other specified locations, providing
they remain accessible as needed.
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[laboratory name]
Equipment Usage Logsheet

Name of the piece of equipment:
Label:

Person responsible for equipment:
Initials of person authorized to use
equipment:

Location of equipment:

Date: Start time: |End time: Total hours [Cumulative [Name of user:
of use: hours of
use:

Olarall aladind Jaws 187 3 gad
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[laboratory name ]

Equipment Maintenance | ogsheet

Mame of e pizce of squipment

Lahet

Berizl namier:

Warufchrer

Mamufachrer's coniact person + contact delails:

D= of parchase:

[z put i 3envice:

Person respassine ir egapment

mitzls of persie auhorzed o Use squEmETD

Lpeation of equipment

Benvice prowider (for mainenance and calbration)

Service provider coniaat person + coniact defEils

Frequency of mamissance:

Da= Teszripfion of maineranze:

Varemans
peromed by

[z of vaiidaion |Vsidsion perfomed | Mo maniEnance

beiore pat imin
SETVICE
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Bench aid for Use of the Centrifuge NPHL C003
This bench aid provides only the procedure for routine use of Centrifuge
NPHL CO003. For further information: consult the SOP for Use and
Maintenance of Centrifuge NPHL C003 (SOP E05V3).
1. Before use, check the inside of the centrifuge and the rotors to ensure
that everything is dry. If there is any sign of corrosion, discontinue use
until the corroded part has been repaired by a qualified service technician.
2. Check that shock-absorbing pads are in the bottom of the centrifuge
buckets.
3. Balance the opposing buckets by weighing them with their tubes on an
open two-pan balance. Add water to an empty tube placed in the buckets
to achieve final balance. NEVER add water to a specimen to balance
tubes. Never fill centrifuge tubes to more than three-quarters capacity.
4. Symmetrically distribute balanced tubes in opposing buckets. Always
operate the centrifuge with all buckets in place, even if two opposing
buckets are empty.
5. Switch on and follow the manufacturer's instructions to set the
centrifugation conditions: 3000g, 15-20 minutes, 8-10 °C.
6. Close and lock the lid.
7. Start the centrifuge cycle.
8. While the centrifuge is reaching full speed, keep your hand on the
centrifuge to detect excessive vibration (usually due to improper balance).
If excessive vibration occurs, or if a crack is heard or tube breakage is
suspected, switch off the centrifuge.
9. Open the centrifuge only after the signal for end of centrifugation is
seen.

10. Remove the sealed buckets (not tubes) slowly and carefully to prevent
re-suspension of the sediments. Place the buckets inside the BSC. In the
BSC, carefully open the buckets; check for tube damage before removing
tubes from the buckets.

11. Sediments and supernatants should be visible after centrifugation.

12. When the centrifuge is under refrigeration, leave the top closed to
avoid condensation.
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LABORATORY

Inventory Control Register

User instructias: For each iemin siack
- Fill out fhe name of fhe Eemn column A
- Fil out the pack eni This defines what you have 1 count every ime you 9 2 siock count Insert Tiis in column B.
-insedt in column C e rumber of units camenlly in Siack.
- Caloulatz e average numoer of units used per day in your l20oralon. 45 2 ceriam amourt of Ime Nas passed smee infroduchon of Tie Sick cands mphase 1 vou can caloulziz how
much of each #em is used on average per day as users had o fill-out 2t which date which amount Tiey fook of each fem. Adapt fhis when & appears fo De too low or oo high Ifer on_ Insest
fhis in column D.
-Detzrmine M2 2vrzge numoers of cais 12kes Defre Mg order amyes 2 e [3barzion afer plaong T order Do s Dased on experence s RS mooumn B
- in column E he oifical stocklevel s caloulaied aufomaicaly. This means fiaf when the cument stock count falls below the oribcal stack level an order for new suppliss must be placed
drecliy o prevent 3 shook-out.
-in colimn G it 's indicaied if an order is needed If nolhing &S indicaizd no new order is needed if YES' i mdiczlied a new order mest be placed forfhatfem.
-Inseri e name of e supplisr, Tie name ofhe contac person, address, lephons emal and welsiz.
-insert e fem speciicaions in column L The speaficalions are 2l e datz you need o inow o gt e comect i=m when piacing 2 new order.
Row § and 7 are example fines.

O848 pa S pigad 21 7 sad

This 2002 15 very Dasic andis st 2 frst setup of 2n mvenfon contol 5ystem Bxiznd Die 20k win more parameters necessan.

ftem name Pack | Noof | Noofmmits | Mmimal in*!nlm New order il | tem specificatioas
mi |usisin
stock

12

3 {Microsoope shdes, Bme sodz gasswilh S02 72-T4% A203 1-13%
feiephone, emal, [Fe203 0.09-01%, siz= 76 x 24 mm hicmess 1.0-12 mm according fo
150 803711, deaned and degrezsed staight edoss and comers,

< EXAMPLE LINE

S e Eanal, %% echnical grade. C2H60, MY 46,07, Boing pot 7578 C
ifziephaone emai. < EXANPLE LINE

¥ nu E __________
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R-phrases:
R1 - Explosive when dry.
R2 - Risk of explosion by shock, friction, fire or other sources of
ignition.
R3 - Extreme risk of explosion by shock, friction, fire or other

sources of ignition.

R4 - Forms very sensitive explosive metallic compounds.
R5 - Heating may cause an explosion.

R6 - Explosive with or without contact with air.

R7 - May cause fire.

R8 - Contact with combustible material may cause fire.
R9 - Explosive when mixed with combustible material.
R10 - Flammable.

R11 - Highly flammable.

R12 - Extremely flammable.

R14 - Reacts violently with water.

R15 - Contact with water liberates extremely flammable gases.
R16 - Explosive when mixed with oxidizing substances.
R17 - Spontaneously flammable in air.

R18 - In use, may form flammable/explosive vapour-air mixture.
R19 - May form explosive peroxides.

R20 - Harmful by inhalation.

R21 - Harmful in contact with skin.

R22 - Harmful if swallowed.

R23 - Toxic by inhalation.

R24 - Toxic in contact with skin.

R25 - Toxic if swallowed.

R26 - Very toxic by inhalation.

R27 - Very toxic in contact with skin.

R28 - Very toxic if swallowed.

R29 - Contact with water liberates toxic gas.

R30 - Can become highly flammable in use.

R31 - Contact with acids liberates toxic gas.

R32 - Contact with acids liberates very toxic gas.

R33 - Danger of cumulative effects.

R34 - Causes burns.
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R35 - Causes severe burns.

R36 - Irritating to eyes.

R37 - Irritating to respiratory system.

R38 - Irritating to skin.

R39 - Danger of very serious irreversible effects.

R40 - Limited evidence of a carcinogenic effect.

R41 - Risk of serious damage to eyes.

R42 - May cause sensitization by inhalation.

R43 - May cause sensitisation by skin contact.

R44 - Risk of explosion if heated under confinement.

R45 - May cause cancer.

R46 - May cause heritable genetic damage.

R48 - Danger of serious damage to health by prolonged exposure.

R49 - May cause cancer by inhalation.

R50 - Very toxic to aguatic organisms.

R51 - Toxic to aquatic organisms.

R52 - Harmful to aquatic organisms.

R53 - May cause long-term adverse effects in the aguatic environment.
R54 - Toxic to flora.

R55 - Toxic to fauna.

R56 - Toxic to soil organisms.

R57 - Toxic to bees.

R58 - May cause long-term adverse effects in the environment.

R59 - Dangerous for the ozone layer.

R60 - May impair fertility.

R61 - May cause harm to the unborn child.

R62 - Possible risk of impaired fertility.

R63 - Possible risk of harm to the unborn child.

R64 - May cause harm to breastfed babies.

R65 - Harmful: may cause lung damage if swallowed.

R66 - Repeated exposure may cause skin dryness or cracking.

R67 - Vapours may cause drowsiness and dizziness.

R68 - Possible risk of irreversible effects.

R 14/15 - Reacts violently with water, liberating extremely flammable gases.
R 15/29 - Contact with water liberates toxic, extremely flammable gas.
R 20/21 - Harmful by inhalation and in contact with skin.

R 20/22 - Harmful by inhalation and if swallowed.

R 21/22 - Harmful in contact with skin and if swallowed.

R 20/21/22 - Harmful by inhalation, in contact with skin and if swallowed.
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R 23/24 - Toxic by inhalation and in contact with skin.

R 24/25 - Toxic in contact with skin and if swallowed.

R 23/25 - Toxic by inhalation and if swallowed.

R 23/24/25 - Toxic by inhalation, in contact with skin and if swallowed.

R 26/27 - Very toxic by inhalation and in contact with skin.

R 26/28 - Very toxic by inhalation and if swallowed.

R 26/27/28 - Very toxic by inhalation, in contact with skin and if swallowed.

R 27/28 - Very toxic in contact with skin and if swallowed.

R 36/37 - Irritating to eyes and respiratory system.

R 36/38 - Irritating to eyes and skin.

R 37/38 - Irritating to respiratory system and skin.

R 36/387/38 - Irritating to eyes, respiratory system and skin.

R 39/23 - Toxic: danger of very serious irreversible effects through inhalation.

R 39/24 - Toxic: danger of very serious irreversible effects in contact with skin.

R 39/25 - Toxic: danger of very serious irreversible effects if swallowed.

R 39/32/24 - Toxic: danger of very serious irreversible effects through inhalation and in
contact with skin.

R 39/23/25 - Toxic: danger of very serious irreversible effects through inhalation and if
swallowed.

R 39/24/25 - Toxic: danger of very serious irreversible effects in contact with skin and if
swallowed.

R 39/23/24/25 - Toxic: danger of very serious irreversible effects through inhalation, in
contact with skin and if swallowed.

R 39/26 - Very toxic: danger of very serious irreversible effects through inhalation.

R 39/26/27 - Very toxic: danger of very serious irreversible effects through inhalation and
in contact with skin.

R 39/27 - Very toxic: danger of very serious irreversible effects in contact with skin.

R 39/28 - Very toxic: danger of very serious irreversible effects if swallowed.

R 39/26/28 - Very toxic: danger of very serious irreversible effects through inhalation and
if swallowed.

R 39/27/28 - Very toxic: danger of very serious irreversible effects in contact with skin
and if swallowed.

R 39/26/27/28 - Very toxic: danger of very serious irreversible effects through inhalation,
in contact with skin and if swallowed.

R 68/20 - Harmful: possible risk of irreversible effects through inhalation.

R 68/21 - Harmful: possible risk of irreversible effects in contact with skin.

R 68/22 - Harmful: possible risk of irreversible effects if swallowed.

R 68/20/21 - Harmful: possible risk of irreversible effects through inhalation and in
contact with skin.
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R 68/20/22 - Harmful: possible risk of irreversible effects through inhalation and if
swallowed.

R 68/21/22 - Harmful: possible risk of irreversible effects in contact with skin and if
swallowed.

R 68/20/21/22 - Harmful: possible risk of irreversible effects through inhalation, in
contact with skin and if swallowed.

R 42/43 - May cause sensitization by inhalation and skin contact.

R 48/20 - Harmful: danger of serious damage to health by prolonged exposure through
inhalation.

R 48/21 - Harmful: danger of serious damage to health by prolonged exposure in contact
with skin.

R 48/22 - Harmful: danger of serious damage to health by prolonged exposure if
swallowed.

R 48/20/21 - Harmful: danger of serious damage to health by prolonged exposure through
inhalation and in contact with skin.

R 48/20/22 - Harmful: danger of serious damage to health by prolonged exposure through
inhalation and if swallowed.

R 48/21/22 - Harmful: danger of serious damage to health by prolonged exposure in
contact with skin and if swallowed.

R 48/20/21/22 - Harmful: danger of serious damage to health by prolonged exposure
through inhalation, in contact with skin and if swallowed.

R 48/23 - Toxic: danger of serious damage to health by prolonged exposure through
inhalation.

R 48/24 - Toxic: danger of serious damage to health by prolonged exposure in contact
with skin.

R 48/25 - Toxic: danger of serious damage to health by prolonged exposure if swallowed.

R 48/23/24 - Toxic: danger of serious damage to health by prolonged exposure through
inhalation and in contact with skin.

R 48/23/25 - Toxic: danger of serious damage to health by prolonged exposure through
inhalation and if swallowed.

R 48/24/25 - Toxic: danger of serious damage to health by prolonged exposure in contact
with skin and if swallowed.

R 48/23/24/25 - Toxic: danger of serious damage to health by prolonged exposure
through inhalation, in contact with skin and if swallowed.

R 50/53 - Very toxic to aquatic organisms, may cause long-term adverse effects in the
aguatic environment.

R 51/53 - Toxic to aquatic organisms, may cause long-term adverse effects in the aquatic
environment.

R 52/53 - Harmful to aquatic organisms, may cause long-term adverse effects in the
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aquatic environment.

S-phrases:

S 1 - Keep locked up

S 2 - Keep out of the reach of children

S 3 - Keep in a cool place

S 4 - Keep away from living quarters

S 5 - Keep contents under ... (appropriate liquid to be specified by the
manufacturer)

S 6 - Keep under ... (inert gas to be specified by the manufacturer)

S 7 - Keep container tightly closed

S 8 - Keep container dry

S 9 - Keep container in a well-ventilated place

S 12 - Do not keep the container sealed

S 13 - Keep away from food, drink and animal feedingstuffs

S 14 - Keep away from ... (incompatible materials to be indicated by the
manufacturer)

S 15 - Keep away from heat

S 16 - Keep away from sources of ignition — No smoking

S 17 - Keep away from combustible material

S 18 - Handle and open container with care

S 20 - When using do not eat or drink

S 21 - When using do not smoke

S 22 - Do not breathe dust

S 23 - Do not breathe gas/fumes/vapour/spray (appropriate wording to be specified
by the manufacturer)

S 24 - Avoid contact with skin

S 25 - Avoid contact with eyes

S 26 - In case of contact with eyes, rinse immediately with plenty of water and seek
medical advice

S 27 - Take off immediately all contaminated clothing

S 28 - After contact with skin, wash immediately with plenty of (to be specified by
the manufacturer)

S 29 - Do not empty into drains

S 30 - Never add water to this product

S 33 - Take precautionary measures against static discharges

S 35 - This material and its container must be disposed of in a safe way
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S 36 - Wear suitable protective clothing

S 37 - Wear suitable gloves

S 38 - In case of insufficient ventilation wear suitable respiratory equipment

S 39 - Wear eye/face protection

S 40 - To clean the floor and all objects contaminated by this material use ... (to be
specified by the manufacturer)

S 41 - In case of fire and/or explosion do not breathe fumes

S 42 - During fumigation/spraying wear suitable respiratory equipment (appropriate
wording to be specified by the manufacturer)

S 43 - In case of fire use ... (indicate in the space the precise type of fire-fighting
equipment. If water increases the risk add: Never use water)

S 45 - In case of accident or if you feel unwell seek medical advice immediately
(show the label where possible)

S 46 - If swallowed, seek medical advice immediately and show this container or
label

S 47 - Keep at temperature not exceeding ...°C (to be specified by the manufacturer)
S 48 - Keep wetted with ... (appropriate material to be specified by the
manufacturer)

S 49 - Keep only in the original container

S 50 - Do not mix with ... (to be specified by the manufacturer)

S 51 - Use only in well-ventilated areas

S 52 - Not recommended for interior use on large surface areas

S 53 - Avoid exposure — Obtain special instructions before use

S 56 - Dispose of this material and its container to hazardous or special waste
collection point

S 57 - Use appropriate containment to avoid environmental contamination

S 59 - Refer to manufacturer/supplier for information on recovery/recycling

S 60 - This material and its container must be disposed of as hazardous waste

S 61 - Avoid release to the environment. Refer to special instructions/safety data
sheet

S 62 - If swallowed, do not induce vomiting: seek medical advice immediately and
show this container or label

S 63 - In case of accident by inhalation: remove casualty to fresh air and keep at
rest

S 64 - If swallowed, rinse mouth with water (only if the person is conscious)

S 1/2 - Keep locked up and out of the reach of children.

S 3/7 - Keep container tightly closed in a cool place.

S 3/9/14 - Keep in a cool, well-ventilated place away from ... (incompatible
materials to be indicated by the manufacturer).
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S 3/9/49 - Keep only in the original container in a cool, well-ventilated

place.

S 3/9/14/49 - Keep only in the original container in a cool, well-ventilated
place away from ... (incompatible materials to be indicated by the
manufacturer).

S 3/14 - Keep in a cool place away from ... (incompatible materials to

be indicated by the manufacturer).

S 7/8 - Keep container tightly closed and dry.

S 7/9 - Keep container tightly closed and in a well-ventilated place.

S 7/47 - Keep container tightly closed and at a temperature not exceeding
... oC (to be specified by the manufacturer).

S 20/21 - When using do not eat, drink or smoke.

S 24/25 - Avoid contact with skin and eyes.

S 27/28 - After contact with skin, take off immediately all contaminated
clothing, and wash immediately with plenty of ... (to be specified
by the manufacturer).

S 29/35 - Do not empty into drains; dispose of this material and its
container in a safe way.

S 29/56 - Do not empty into drains, dispose of this material and its
container at hazardous or special waste collection point.

S 36/37 - Wear suitable protective clothing and gloves.

S 36/39 - Wear suitable protective clothing and eye/face protection.

S 37/39 - Wear suitable gloves and eye/face protection.

S 36/37/39 - Wear suitable protective clothing, gloves and eye/face protection.

S 47/49 - Keep only in the original container at a temperature not exceeding
... 0C (to be specified by the manufacturer).
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Sample reception

Possible Fallures:

- Incorrect container

- Leaking container

- Incorrect sample

- Incorrect label

- Incorrect request form

- Incomplete request form

Sample reglstration

Sample + reagent
preparation

Quality controls:

- Check proper container

- Chack for leakages

- Check for prove of container sterility
- Check for correct sample

- Check for correct/clear label

- Check for correct request form

- Check for complete request form

Possible Failures:
- Bad reagents
- Incorrect staining procedure

Quality controls:
Positive Quality Control
- Negative Quality Control

Recording of result

Reporting of result

Archiving of result
Waste disposal
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Notification of Nonconforming Event

Part 1: Description of Nonconforming Event
(to be completed by person notifying the nonconforming event)

Date:
Name:

Number of
attachments:

Description of nonconforming event:

Suspected cause(s) of nonconforming event:

Proposed action:

ealth

() Brominanan Laboratory Quality Stepwise Implementation tool

dihaal) axe zdgad 22 7304l
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- Up to date and quality assured reagents
- Pos and Neg quality control slides
- Water
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Checklist for validation of test results

Patient 1D: Perform a validation of
Pre-analyt.lcal phase S patient results using this
e Patient was correctly identified checklist. Only when a
e Patient was properly prepared for sample collection complete  validation is
e The person collecting the samples was correctly identified performed the report may
be authorized to be sent to

e Sample was labeled correctly and clear the requester.

e The request form matches the specimen
e The request form contains correct and clear contact details of the requester
e The date and time of collection is indicated on the request form
e The specimen was transported appropriately to the laboratory
e The specimen was received in acceptable condition
e The log book entry matches the specimen label
Analytical
e Reagents and test kits used were within expiry date
e Quality controls associated with the result were acceptable
e There were no flags on the analyzer’s results that need investigation

e |If diluted, the final results were calculated correctly with the correct dilution
factor

e Results are within the biological reference intervals

e Panic (critical) values are confirmed

e The results make clinical sense

e Confirmatory testing or established testing algorithms were completed

e |f applicable: previous patient results are available to assist with interpretation
of current sample’s result
Post Analytical
e The report shows an appropriate result including test and result match for each
test requested

e Proper concentration units for results are used

e The decimal place is correct (if results have decimals)
e The persons performing the tests are identified

e All results and documentation are legible

e In case of results within critical intervals the need for immediate notification is
indicated on the report and an immediate notification form is used to verify
correct reception of the result report by the requester

o If applicable, the report contains interpretative information to assists the
clinician
e The release of the results is dated and timed
Remarks:

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo
------------------------------------------------------------------------------------------------------

------------------------------------------------------------------------------------------------------

e
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Privacy regulation of the National Public Health Laboratory
Article 1. Scope of the regulation.
This regulation applies to the recording of patient data of the National
Public Health Laboratory in [place]. It concerns patient data which have
been presented to the National Public Health Laboratory for laboratory
diagnosis.

Article 2. Holder of the personal data registration.
National Public Health Laboratory in [place].

Article 3. Administrator and adaptor of the personal data
registration.

1. National Public Health Laboratory acts as administrator of the
recording.

2. In dealing with the recording National Public Health Laboratory can be
assisted by calculation centres and other institutions.

3. With adaptors, as meant in the previous paragraph, binding
appointments are made with respect to the security of the recording, as
well as with respect to secrecy.

Article 4. Objectives of the recording.

1. To supply to (para)medical personnel of results concerning research of
their patients. This research is done at their request.

2. To make part of the registrated data, incorporated for research and
statistics, available. In this respect it can also be understood that data are
made available to third parties for research.

Article 5. Registered data.

1. The data, which are incorporated in the recording, are mentioned in
appendix A of this regulation.

2. The data pertaining to the material mentioned in Article 4, paragraph 2,
which are made available for this purpose, are also mentioned in
appendix A of this regulation.
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3. The data in paragraph 1 are obtained from written or oral information
sent in by the applicant of the diagnostic research, with additional written
or oral information from the person in question added if necessary.

Article 6. Access to data.

1. Access to the data have only they, who need this access within the
framework of their tasks as adaptor.

2. Persons, as meant in the previous paragraph and employee at National
Public Health Laboratory, are bound to confidentiality. In the collective
labour agreement it has been regulated that the individual employee is
bound to confidentiality with respect to everything that reaches him as a
result of his employment. By signing the employment contract an
employee agrees that the collective labour agreement applies.

3. Persons, as meant in paragraph 1 of this Article and who have no work
relation to National Public Health Laboratory, such as trainees, are bound
to confidentiality. They have signed a declaration (appendix B) to that
extent.

4. Others have, subject to their legally imposed tasks, no access to the
recording.

Article 7. Supply of data from the recording by the holder.

1. The holder only supplies data from the recording to persons, who need
these data to execute their task. Persons, as meant in the previous
paragraph, are bound to confidentiality. They have signed a declaration as
to that, as regulated in Article 6, paragraph 2 and 3.

2. The holder supplies data from the recording to persons and institutions
legally charged with the related tasks.

3. To others no data from the recording are supplied, unless with the
explicit written authorisation of those registered.

4. Supply of data remains, subject to supply in pursuance of a legal
regulation, in default if the correctness of the data is not certain.

Article 8. Security.

1. The holder ensures adequate technical and organisational security of
the recording.

2. Article 3, third paragraph, is of corresponding application.

3. Within the organisation of the holder a person is appointed, who
guarantees the compliance with the security measures.

4. The holder ensures that within its organisation sufficient measures are
taken against unauthorized use or abuse and against loss or theft of data.
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Article 9. Storage periods of data residing with the holder.

Given the epidemiologic value of the data, which must be therefore be
traceable down to an individual person, those data are kept for a
minimum of 100 years after the last contact between the instructor/patient
and National Public Health Laboratory.

Article 10. Rights of inspection by registered person(s).

1. To an explicit and written request by registered person(s) permission is
granted to see the related data.

2. The inspection will take place at the offices of the holder of the
recording after the identity of the applicant has been verified.

3. The inspection, as meant in the first paragraph, will take place within
15 working days after receipt of the request.

Article 11. Rights to copies for the registered person(s).

1. Registrated persons can be issued with a complete duplicate of data
concerning him/her, if required, after his/her identity had been verified.

2. The duplicate, as meant in the previous paragraph, is supplied within
15 working days after receipt of the request.

Article 12. Rights to correct by the registered person(s).

1. Registered persons can send a written request for a correction of
incorrect facts.

2. The request for correction is addressed to the holder of the recording
and mentions the modifications to be applied.

3. The holder commissions the adaptor to actually correct the data.

4. The correction, as meant in the first paragraph, takes place, within 15
working days after receipt of the request.

Article 13. Rights to add information by the registered person(s).

1. Registered persons can send a written request for incomplete data in
the recording to be completed.

2. The request to add to the recording is addressed to the holder of the
recording and mentions the addition to be introduced.

3. The holder commissions the adaptor to incorporate the addition in the
recording

4. The addition, as meant in the first paragraph, takes place within 15
working days after the receipt of the request.
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Article 14. Rights to remove information from registration recording.
1. Registered persons can send a written request to remove relevant data
from the recording and destroy these.

2. The request for removal and destruction is addressed to the holder of
the recording and mentions the data to be removed.

3. The holder commissions the adaptor to ensure the removal and
destruction of the data in question.

4. The removal and destruction, as meant in the first paragraph, takes
place within 15 working days after receipt of the request.

Article 15. Protocol duty.

1. Of the data supplied as meant in Article 7, third paragraph, the holder
keeps note.

2. The notes meant in the previous paragraph contain the date of access or
supply, the purpose for which these took place, the name of the person or
institution which had access or received data and the data to which access
was granted or about which information was supplied.

3. The data, as meant in the previous paragraph, are kept for at least one
year after the date of annotation in protocol.

4. Protocol information as meant in the previous paragraph, also applies
to the right of inspection as meant in Article 10, as well as the right to
copies as meant in Article 11.

Article 16. Refusal by the holder to requests.

1. A refusal by the holder to the right to examination, copy, correction,
addition or removal is sustained with reasons.

2. A refusal, as meant in the previous paragraph, is communicated in
writing to the registered person(s) within 15 working days after receipt of
the request

3. If the holder refuses to comply with a request of a registered person, a
procedure is open to the registered person(s) as meant in the Law on
Personal registration.

Article 17. Liability.

The holder is accountable for possible damage as a result of not observing
this regulation.

Article 18. Final provisions.

1. If a modification appears in the objectives of the recording, or in the
registered data, as meant in appendix A and B or in the use of the data,
this regulation must be adapted.
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2. Adaptation of the regulation can only be initiated by the holder of the
recording.

3. Appendices to this regulation are considered an integral part of the
regulation.

4. The provisions in this regulation leave the rights of those registered
and the duties of the holder on the basis of the Law Protection of Personal
Data unimpeded.

5. In cases in which this regulation does not foresee, the holder of the
recording decides.

6. This regulation is held for perusal by the holder.

7. This regulation becomes effective on 1 July 2013.

8. This regulation can be quoted as: "Privacy Regulation National Public
Health Laboratory"
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Appendix A: To the Privacy Regulation of National Public Health
Laboratory

Data of the patient, which can be used in the LIMS-registration are:
Surname and initials, address, postal code and place of residence;
Gender and birth date;
Requesting clinician;
Date of sample taking;
Requested tests with results that belong to this patient/test.
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Appendix B: To the Privacy Regulation of National Public Health
Laboratory

Confidentiality agreement
Undersigned,
Working at National Public Health Laboratory in [place] oblige
themselves, having regard to:
- Article 6 paragraph 3 of the privacy regulation,
To confidentiality of what he/she sees on account of his/her function, in
so far that that obligation follows from the nature of the matter or has
been imposed explicitly on him/her. This obligation also applies after
termination of the activities at National Public Health Laboratory.
This obligation does not exist in relation to those, who share in the
responsibility for a good addition to the activities of the undersigned nor
also in relation with those, whose collaboration is considered necessary
for that achievement, if and in so far as these persons themselves are
obliged or oblige themselves to confidentiality.
Name:
Date:
Signature:

(@) bondiieath Laboratory Quality Stepwise Implementation tool

e glral) Ay 73 gad 2477 3 50
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Management review A L B B D 150 Secratariat

Action plans A L A A A 150 Secretariat

Environmental year plan A 5 B B B 150 Secretariat

Environmental year report A 5 B B B 150 Secretariat

Emergency plan A C Umtil renewed A A A 150 Secratariat

Reports risk analysis and A 10 A A A 150 Secretariat

evaluation

Reparts evacuation exercises A 10 A A A 150 Secretariat

Environment policy C Umtil renewed n/fa A A Computer Drata clerks

Minutes guality meetings A L A A A 150 Secretariat

Document control log A C Undetermined B, C B, D B 150 Secretariat

Request for revision A Umtil revision is A A A 150 Secratariat
made

Reports and action plans of A 10 B A See report 2249 Q0

internal- and external audits

Audit year plan A 10 A A A 224 Qo

Motification forms D 5 B B See form 224, 150 Qo

Waork area

Service manual A 5 A A A 229 Qo

Agresments with national A L after end of A A A 150 Secratariat

organizations agresment

Agresments with internaticnal A L after end of A A A 150 Secratariat

organizations agresment

Key registration A 5 B B O 151 Secretariat

Forms of external assignments C 5 C A C Computer/152 LM

Project list A L A A A 150 Secratariat

General conditions of the NTRL A C Undetermined nfa nfa A Computerf152 Secretariat

Privacy policy A 10 after renewal | A A A 152 Secretariat
o new version

Personnel and Organization

CLA A C Undetermined A, A, A A 150 Secretariat

n/fa n/a
Education plan A C L B B A 150 Secretariat
Job descriptions A C Until renewed A A A 152 Secretariat

i)
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Personnel files A C Umntil end of A C cCD Employee and 152 Secrstariat
contract LM
Induction checklist D 2 after lzaving of | B B o 147 Lr
employee
Induction checklist B5SL3 laboratory | D S0 B B D 153 BO
List of employ=es A C L B, C B A 150 Secretariat
Vaccinations D ] B B D 153 BO
Telephone list A Umntil renewed A A A 150 Secrstariat
Facilities
Construction drawings A nifa nja n/a n/a n/a Secretariat
Map of arsa A C Included in A C A A 150 ™
quality manual
OH policy A C 5 B,C A A 152 L
Biosafety manual A Umntil renewed A A A 150 Lr
Tick-list biosafety manual A Undetermined nfa B A 151 Qo
Reports and action plans safety A L A A A 151 BO
audits
Eguipment and stock
Contracts with supplisrs A L after end of A B A 151 EQ/SO
contract
COrder receipts & 3 B A A 151 S0
Factures A 10 B B A 152 Lr
Suppliers file D 3 A A A 223 EQ/S0
Equipment manuals A Umntil equipment | A A A 153 TO
is out of order
Equipment certificates A Umntil equipment | A A A 189 TO
is out of order
Bench aids of equipment A C Umtil equipment | A,C A A Computer Qo
is out of order
Equipment logbooks A Umntil equipment | A A A 189, Computer ED
is out of order
Flanning of maintenance of A 1 A A A 189 ED
equipment
Maintenance contracts of A % after end of A A A 152 Secretariat
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equipment contract
Maintenance reports A 5 A 150 Secretariat
Laboratory loghooks A Undetermined A 152 L
Request forms medical-ethical A C 10 A 152 Secretariat
committes
Poster "how to discard waste™ A C 10 after renewal A 185, computer Secretariat
Environmental monitoring log D 5 A 152 LA
sheets
Validations
Validation reports Equipment A 20 A 189 TO
Validation reports methods A ] A 152 L4
| Registers
Batch records A 10 A 152 LA
Stock cards D Until out of A 152 LM
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Quality Year Plan, see the Example Quality Year Plan, (note

that this example has another outline which does not follow the

QSE framework). The example is a Quality Year Plan of a
National Tuberculosis Reference Laboratory,
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National Tuberculosis Reference Laboratory

Quality Year Plan 2013

Introduction

The policy of National Tuberculosis Reference Laboratory (MTEL) is aimed at the delivery of quality services. The
NTRL aims at implementing a gquality management system according to the 150 15189 standard. In 2011 a plan for
implementation was developed together with external consultants. Soon thereafter, we have appointed a quality
officer who is coordinating the quality activities. In 2012 major progress was made with implementation of several
aspects of the guality management system (OMS), as documented in the Management Review 2012 (MR 2012). For
2013 the main objective will be to continue developing the guality management system, thus to lay down the basis
of continuous improvement of the quality of NTRL services. The MR 2012 served as a basis for this Quality Year Plan
2013,

Faz, February 2013

i

0. Anujus
Director
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National Tuberculosis Reference Laboratory

1. Implementation of the quality management system

The MLTR follows the implementation plan which was developed in 2011, For 2013 we will continue to give follow up
to this plan. In 2013 more attention should be given to writing and making valid 50Ps and to timely follow-up of
actions. Also the Quality Manual should be finalized before the end of the year.

Objectives:
1. NTRL will have followed up all required actions from the implementation plan at the end of 2013,

2. NTRL will perform at least 6 internal audits in 2013,
3. At |east 3 staff meetings will be organized before the end of 2013 as to inform and involve all staff about the
progress and needs of the Quality Management System.

2. Regular activities within the quality management system

2.1 Internal and external audits

In 2013 all internal audits are performed according to the audit plan, A total of 12 audits are needed for the review
of the complete guality management system. An audit plan has to be developed for 2013, comprising of the month
in which the audit will be done, the subject of auditing and the auditors.

The quality officer will look after the follow up of the actions resulting from the audits. The management review will
report on the follow up of audits in general.

An external audit will be planned for 2013,

Objectives:

4. Per 31 December 2013 all audits have been performed according to plan and timely reports and action plans
have been prepared.

2.2 Policy and reporting cycle

The table below gives a planning of the regular activities related to the policy eycle.

Activities related to the policy cycle

Activity Responsible Deadline
Organize and parform the management review 2012 LM lanuary 2013
Development of draft Quality Year Plan 2013 LM February 2013
Authorize the Quality Year Plan 2013 LM February 2013
Translation of the guality yvear plan into specific actions LM March 2013
and agree with staff on implementation

Looking after follow up of implementation of action plans | Q0 Continuowushy
Prepare quarterly reports ao Quarterly
Objectives:

5, Per December 2013 all planned regular activities have verifiably taken place according to planning.
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2.3 Internal and external quality controls

Internal quality control is a continuous process. The lab manager is responsible for taking corrective actions upon
results from internal quality controls. These actions are documented.

The results of external quality control (proficiency testing) are discussed after receipt with the staff and on the basis
of these results corrective actions may be taken by the management.

Objective:
6. Per December 2013 all planned internal and external guality controls have been taken place according planning
and results are discussed. If needed corrective actions will be taken.

2.4 Other regular activities

- Revision of 30Ps where necessary
- Implementation of new S0Ps

- Ewaluation of suppliers

- Customer satisfaction assessments

The revision of SOPs and Quality Manual chapters happens on the basis of the document control system. The QO will
coordinate actions in this respect,

Considering MTRL is in a phase of developing its quality management system, many new S0Fs will appear and have
to be implemented.

A start has to be made with the documentation of the evaluation of suppliers. This will be part of the procurement
S0P, which has to be implemented.

A system for evaluation of suppliers needs to be developed, which should be part of S0OPs in which the process of
ordering, receipt, identification, labeling, handling and storage of all reagents, reference items and equipmeant is
documented.

Positive and negative feedback from customer needs to be archived and reported in the quarterly reports from the
0, so that it can be evaluated in the management review and actions taken. & form for recording the service
provided by suppliers of critical reagents, supplies and services that affect the guality of examinations will be
developed.

Objectives:
7. Per December 2013 all planned new S50Ps and policy/management documents are made and valid.

8, Per December 2013 all 50Ps in need of revision are discussed with staff and revised.

9. Every guarter the QO reports to the Director on the follow-up of ongoing activities.

10. A form for evaluation of suppliers will be implemented as part of the SOP for procurement before 31 December
2013,
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3. Accommeodation and environmental conditions

The B5L 3 laboratory has now been built, but awaits full installment of all equipment. It will be expected to be
functional at the end of 2013, Despite the availability of this contained laboratory, safety of staff is a legitimate
concern considering the work with pathogenic organisms i.e. mycobacteria at NTRL. A number of measures are in
place to control infection and essential equipment in this respect is regularly validated by external companies; this is
written in the biosafety manual. However working in the BSL 3 laboratory requires a specific procedure. Therefore,
an 50F on working in the B5L 3 laboratory should be written and incorporated in the biosafety manual. This should
include the description of what to do in case of emergency, infection control, protection measures for personnel,
housekeeping and waste disposal.

Objectives:

11. In the biosafety manual a 50F on how to work in the newly established B5L 3 facility should be implemented
March 2013,

12, All staff should be trained on biosafety issues before 31 December 2013

4. Competence of staff

On the basis of the requirements of the NTRL as determinad by the Director and on the basis of discussions with
individual staff an inventory of educational needs will be made. Designated staff will be allowed to follow work
related courses as part of the continuous education programme of NTRL.

On the job training on guality management will be organized in consultation with an external training company.

It will be arranged that the rest of the staff will follow a course on (bio)safety. In addition several other activities will
take place as part of continuous education, such as attendance of symposia, congresses, etc., provided financial
means allow this and upon agreement of the Director.

A fire drill will be organized to practice evacuation procedures,

Objectives:

13, Per December 2013 designated staff has followed work specific trainings and these are documented in the
personnel archive.

14, Per December 2013 on the job trainings by an external training company have been conducted.

15. Per 31 December 2013 all staff will have followed a course on (bio)safety.

5. Continuous improvement processes

5.1 System of feedback and complaints

The MTRL has not yet built a complete policy and procedures for the resolution of complaints or other feedback
received from its customers and/or staff. The SOP, which includes the record keeping of feedback and complaints,

and of investigations and corrective actions taken by the laboratory, has to revised and updated. Thereafter a start
can be made with evaluation of feedback, its analysis in the management review, upon which actions can be taken.
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Objectives:
16. Per 31 December 2013 the S0P on feedback and complaints is revised and authorized. This should include a
simple and user-friendly form for submitting feedback.

5.2 Validation

The MTRL uses only validated methods suitable for the intended use, but this is not yet documented. In the quality
manual a chapter will be devoted to this topic and an S0P has to be written for validation of methods,

Essential equipment such as laminar flows are validated by external accredited companies (see above). Other
eguipment is monitored on a daily basis for correct performance,

Objectives:
17. Per 31 December 2013 a Quality Manual chapter on validation and a SOP will be written.
5.3 Implementation of 15015189 guality management system

The introduction of the quality management system according to the 150 15189 standard will continue in 2013
according to the implementation plan which was developed in 2011.

Objectives:

18, Per December 2013 planned actions described in the 150 15189 implementation plan are followed up.

6. Conclusions

This is the second Quality Year Plan of the NTRL. The follow up of the actions mentioned herein will be coordinated
and reported by the Q0. In the management review evaluation of the follow up of this annual plan will take place, so

that corrective measures can be taken where appropriate.

The support of all staff and of the QO in particular in implementing the quality management system at NTRL is highly
appreciated.

Ay gl 33 gad) Aad 773 gl 2877 3 5o

@m,’:ﬁﬂ Laboratory Quality Stepwise Implementation tool
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Quarterly Report, period: 2013-2

1. Client Satisfaction

*  Person X, District laboratory X, Country X, has thanked the National Public Health Laboratory (NPHL) for providing the
requested Information about two of our products,

# Person Y, Intermediate laboratory ¥, Country ¥, has thanked us for our quick reply to his questions.

2. Audits by customers or other external evaluators

Date internal audit Component (section) Date report approved Date plan of action
approved
26-6-2013 Systemn audit, performied by external Mot yet received.
consultant

One external audit by the national accreditation body is expected in October 2013,

3. Results of internal audits and corrective action

Date internal awdit Component |section) Date report approved Date plan of action
approved
24-4-2013 Micrascopy 2-5-2013 14-5-2013

Below follows o list of outstanding action poimts:
* Dutstanding actlon polnts internal audits (number refers to action In the report):
- Audit May 14, 2013:
18 Describe review of used technical procedures and incorporate this in SOP P39
31 Rewrlte the procedure regarding reporting of audits In S0P P30,

4. Nonconformities

2013-2 Catagory Na. raceived in this Ma. to which tha NPHL is
gquarter: receptive:
1 Facilities and safety 0 o
2 Organization 0 o
3 Personnel 0 1]
4 Equipment 1 1
E] Purchasing and inventory 1 1
6 Process control 0 1]
Ga Regarding requests 0 1]
&b Regarding reports 2 2
[:14 Regarding internal quality controls 0 o
] Regarding turnaround times: 0 ]
7 Information management 0 1]
a8 Documents and records [i] o
9 Customer service 0 o
10 Assessment 0 o
i0a Internal audits 0 ]
10k External audits 1] o
10c Management review 1] o
11 COccurrence management 0 o
12 Continuous improvement 1] o
Total 4 4
MNumber of external notifications to which NPHL is receptive: 4
Numbaer of nenconformities processed in this quarter:
Number of this quarter: 4
Number of an earlier quarter: ]
Still not processed: 0

Turnaround time of processing notifications:
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Average 9 working days
Report of solving nonconformities:

e (Category 6b, Reports: 2 nonconformities “report was not received”. In both cases a copy of the report was sent again or
faxed.

s« Category 4, Equipment (incl. maintenance): a notification regarding possible incorrect functioning of microscope DU-62.
This piece of equipment has been checked, required parts were replaced and the piece of equipment was validated
again and found to be functioning correctly. The microscope serves as backup for the laboratory.

s Category 5, Purchasing and Inventory: an external notification was about a contaminated strain received from the
laboratory. It has not been established whether the strain was contaminated before sending to the laboratory or
whether the strain was contaminated by the receiving the laboratory.

5. Document Control

Code Nr. authorized Nr. of authorized Nr. of documents Nr. of new
documents documents with currently in revision documents in
need for revision concept
Analysis 11 3 1 0
Equipment 11 2 3 0
Procedure 42 10 12 2
Quality manual 15 3 3 0
Total (excl. forms and annexes) 79 18 19 2
of which forms and annexes 6 1

New documents, in concept:
P10 “Procedure new employees and guests”
P12 “Working safely in the containment laboratory”

6. Follow up action from previous management reviews
Outstanding action management reviews:
- MR2012-1: Decide on introduction of an active customer satisfaction survey.
- MR2012-3: Investigate the low number of notifications regarding supplier ratings.

7. Training
The personnel member appointed as biosafety officer received a one week biosafety training at the Specialized Laboratory
Trainings Institute from 2 to 8 may 2013.

Presence of training documentation:

Key:

v Documentation present

X Training needed.

N/A Not applicable (test not included in the job description of personnel member; no training needed).

Personnel member Microscopy* Culture* Molecular Chemistry* Hematology*
hiology*

0. Anujuo v v v v v

K. Alambe A N/A N/A N/A N/A

M. Jabol Vi v v X X

I. Dino Vi v X N/A N/A

G. Lieu N/A v v v )i

K. Bimuo X N/A N/A N/A N/A

K. Calivia Vi v X N/A N/A

J. Bruh A v v v Vv

G. Bruno v X X X X

G. Klamé Vi v X N/A N/A

* For clarity sake only the laboratory disciplines are mentioned in this example table. In your own quarterly report it is better to use specific test names (e.g.: for
microscopy make separate columns for the Gram Staining, the Ziehl Neelsen Staining, etc.).
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8. Changes in volume and nature of the work
In April an additional PCR machine was placed in service. To cope with the increased workload one additional laboratory

technologist was hired.

9. Monitoring of turnaround time (TAT)
Average TAT over the past quarter per type of examination:

Examination Average TAT in past quarter Maximum acceptable TAT

Culture 2 months 2 maonths

Molecular biology 19 days 21 days

Microscopy 1 day 1 day

Hematology 1 day 1 day

Chemistry 3 days 3 days

Actions undertaken where TAT was exceeded:

N/A

10. Changes which may affect the quality management system

Outstanding action plans from the guality year plans of previous years:

- QYP2012-1: Introduction of biosafety audits into the quality system.

11. Competency of current staff/employees

Key:

v Competency satisfactorily.

X Training needed.

N/A Not applicable (test not included in the job description of personnel member).

-blank- Competency not yet assessed.

Personnel member Microscopy* Culture® Molecular Chemistry* Hematology*
hiology*

0. Anujuo v v v v v

K. Alambe N/A v N/A N/A N/A

M. Jabol v v v v X

I. Dino

G. Lieu W N/A W Vi Vi

K. Bimuo N/A X N/A N/A N/A

K. Calivia

J. Bruh v v Vv v v

G. Bruno v v V' N/A N/A

G. Klamd

K. Agu

* For clarity sake only the laboratory disciplines are mentioned in this example table. In your own quarterly report it is better to use specific test names (e.g.: for
microscopy make separate columns for the Gram Staining, the Ziehl Neelsen Staining, etc.).

12. Supplier Assessment
No supplier assessment has been performed in this quarter.

- mim Laboratory Quality Stepwise Implementation tool
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Below the template for a consent form is provided. Before a questionnaire
can be taken from a client, the client has to provide his/her consent via a
consent form that he/she signs and dates. Only when he/she has done this,
you can give him the questionnaire.

[Institute’s name and address|
Consent Form

[place], [date]

Dear participant,

Your satisfaction regarding the services provided by the laboratory is an
important indicator for the quality of our work. We therefore would like
to ask you to complete this questionnaire and help us improve our
services.

Please know that this questionnaire is not meant to test you, but to get an
indication of the performance of the laboratory from your perspective.
Your answers will be used to optimize our services.

You will be asked about several aspects of the services provided to you
by the [name laboratory]. Your answers are only used by the laboratory to
improve its services and will not be given to others. Your answers will be
treated confidentially and you will remain anonymous (your answers will
not be traceable to you). Your participation is voluntary and you can stop
your participation at any time and withdraw your permission to use the
information given by you for the research project.

This survey is conducted by [name contact person of the laboratory] of
[name laboratory]. If you have any questions, feel free to contact [name
contact person of the laboratory] at [contact details].

| have read this form and agree with the contents:

Date Signature participant
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Below example questions are given for a client satisfaction questionnaire.
These questions are divided over 4 sections. In section A personal
characteristics are asked that can enable to you identify possible
correlations between questionnaire data and certain participant
characteristics.

Please note that the questions are not yet in a good lay out. The lay out of
the questionnaire is important : it must be clear and guide the person
completing the questionnaire in selecting the answers to the questions.

Also note that questionnaires should always be translated to the language
of the persons you want to complete the questionnaire.

Clinician satisfaction questionnaire

Section A — Personal details

Al. What is your gender? [Male/female]

A2. What is your year of birth? [open question]

A3. What is your nationality? [open question]

A4. What is your current position? [open question]

AS5. How long have you practiced in this position? [...years]

A6. At what hospital/health care center do you work? [open question]
AT7. How long have you worked at this hospital/health care center?

[...years]

Section B — Laboratory accessibility
B1. Do you always get contact with the laboratory staff when needed?
[yes/no]
B2. Who do you communicate with most often in the laboratory?
[Laboratory Director/Laboratory
Manager/Technician/Assistant/Secretary/Other, namely...]
B3. Are you satisfied with the communication between you and the
laboratory staff? [yes/no]

e If no: why are you not satisfied? [open question]
B4. Does the laboratory staff always help you to solve your problems?
[yes/no]
B5. How do you usually communicate with the laboratory?
[Email/Telephone/Face to face meeting/Other, namely...]

Section C — Provision of information
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C1. Has the laboratory provided you with...
e ...information on which tests are available at the laboratory?
[yes/no]
e ...information on the clinical use of each test? [yes/no]
e ...instructions for sample collection? [yes/no]
e ...instructions on how to pack the samples for transport from you
to the laboratory? [yes/no]
e ...information on how the result will be reported? [yes/no]
C2. When you request a laboratory test, do you know when you can
expect the result? [yes/no]
C3. Is the request form clear? [yes/no]
C4. Is the request form extensive enough to collect all the clinical
information needed? [yes/no]
¢ If no, what parameters should be added to the request form? [open
question]
C5. If you have any additional questions regarding the request of
laboratory testing, do you have the possibility to ask them? [yes/no]
C6. Is the result report always clear to you? [yes/no]
C7. Does the result report include all the information you need to have?
[yes/no]
¢ If not, which additional information should, in your opinion, be
included in the result report? [open question]
C8. If you have any additional questions regarding the request of
laboratory testing and result report, do you have the possibility to ask
them? [yes/no]
If yes:
e Was the laboratory staff member able to answer your questions?
[yes/no]
e Was the answer clear? [yes/no]

Section D — Provision of services
D1. Can the laboratory always perform all the tests you think are
necessary? [yes/no]
D2. Is the capacity of the laboratory in your opinion sufficient to deal
with the number of requests? [yes/no]
D3. What is the average time that you have to wait to receive the
laboratory results...

e . .for[test 1 name] [...hours]

o .. .for [test 2 name][...weeks]
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o .. .for[test 3 name] [...months]

e [add more if necessary]
D4. Are you satisfied with the turnaround time of the laboratory? [yes/no]
D5. In your contacts with the staff of the laboratory, was the staff...
...polite to you? [yes/no]
...helpful? [yes/no]
...professional? [yes/no]
...friendly? [yes/no]
D6. Are you, in general, satisfied with the laboratory services? [yes/no]
D7. Are you satisfied with the laboratory staff? [yes/no]

After you have completed the questionnaire please return it to the
researcher.
Thank you very much!

- mim Laboratory Quality Stepwise Implementation tool
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Annex 13: Customer Service Questionnaire Example

Please help us improve our patient services by completing this questionnaire.
Do not sign your name. Please place in the “Survey Box™ when completed.

Laboratory Customer Service Questionnaire

Date of visit: Time (hour [am or pm]):
Your age: Your gender: Male Female
No. Question Please circle your answer
1 Please rate your overall experience with Excellent Not very good
your visit today. Good Poor
Satisfactory
2 | How long did you have to wait? No wait Specify:
3 | Was everything explained clearly? Yes
If NO, please explain:
4 | Were you treated with courtesy and caring? Yes
If NO, please explain:
5 | Was the waiting comfortable? Yes
If NO, please explain:
6 | Was the patient room clean? Yes
If NO, please explain:
7 | Was it easy to find the laboratory? Yes

If NO, please explain:

8 | If you had a needle stick (venipuncture) was it comfortable?  Yes, not painful

If NO, or painful, please explain:

O | Are the hours of service convenient for you to visit the laboratory?  Yes

[f NO, when is better for you to visit?

10 | What can we do to assist you better?

11 | Do you have a specific comment or question?

Thank you for helping us to be a better laboratory.
slaad) dadd i) g gad 31 7 gad
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Audit plan
Planning internal audits of the [insert name of the laboratory], year:
[insert name to which this plan applies]

Month | Component to be audited Auditor(s) |Date of Date of
final report |drafting of
action plan
The laboratory components to be The tests performed at the National
audited are: Public Health Laboratory are:

e [list all components that need to be e [list all the tests performed at the
audited each year] laboratory]
Date discussion of audit plan:

.- Oranainenan Laboratory Quality Stepwise Implementation tool éﬁéﬁ dha G,SJ.M' BZGSJAJ
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If the nonconforming event was a complaint, complete the complaint
form first!

Part 1: Description of Nonconforming Event
(to be completed by person notifying the nonconforming event)

Date:

Name:
Number of
attachments:

Description of nonconforming event:

Suspected cause(s) of nonconforming event:

Proposed action:

After completion of this page give this form to the Laboratory Manager
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Part 2: Action to be undertaken
(to be completed by the Laboratory Manager)

Component where the nonconforming event took place (tick
appropriate box):
[ Facilities & Safety
Organization
Personnel
Equipment
Purchasing & Inventory
Process Control
Information Management
Documents & Records
Customer Focus
Assessment
Nonconforming Event Management
Continual Improvement

N Y Y O A B

Severity of nonconforming event:
A) Severity of consequences (1= no severe consequences; 2= moderate
severe consequences; 3= highly severe consequences):

1 2 03

B) Chance for recurrence of nonconforming event (1= no change for
recurrence; 2= moderate chance for recurrence; 3= high chance for
recurrence):

11 02 3

C) Score for severity (1= very low severity — no immediate action is
required; 9= very high severity — immediate action is required):
Score for (A) x score forB=___

Description of SMART action point for implementation of corrective
action:
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If applicable, description of SMART action point for implementation
of preventive and/or concurrent control(s):

After completion of this page give this form to the Quality Officer
Part 3: Implementationand monitoring of corrective action
andpreventive/concurrent controls
(to be completed by the Quality Officer)

Checklist:
] Insert this form in folder “Nonconformities”
1 Discuss action nonconforming events and action points in weekly
staff meeting
1 Insert action points in minutes of weekly staff meetings
1 Monitor timely completion of action points

Date of discussion of nonconforming event in weekly staff meeting:

Dates of completion of action points:

Action point for implementation of corrective action:

Turnaround time: _ days

Action point for implementation of preventive control:
Turnaround time: _ days

Action point for implementation of concurrent control:
Turnaround time: _ days

After completion of all action points give this form back to the
Laboratory Manager

Part 4: Evaluation of corrective action and preventive/concurrent
controls
(to be completed by the Laboratory Manager)
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Were the corrective action and preventive/concurrent controls
effective in solving the nonconforming event and preventing it from
reoccurring?
1 Yes: sign this form below for completion and give it to the Quality
Officer for archiving
1 No: describe the follow-up action to be taken (and make sure that
the action is indeed carried out):

When follow-up action was effective in solving the nonconforming event
and preventing it from recurring, sign the form below for completion and
give it to the Quality Officer. If nonconforming event is still not solved,
repeat above procedure until it is solved and the chance for reoccurrence
IS minimized.

Name, date, and signature of Laboratory Manager for completion of
this form:

Name: Date:
Signature:

After completion give this form to the Quality Officer for archiving

Laboratory Quality Stepwise Implementation tool

A8laa aie igad 33754
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Tally list to monitor recurrence of nonconforming events

Printing date of this form (i.e. start of monitoring): *
Nonconforming event Occurrences
[Describe very briefly the nonconforming event [tally every time the
occurs] nonconforming event occurs]

* This date enables you to calculate the frequency of occurrence of nonconforming events

Tally lists dxial) dail 3473 5l

over time.

Laboratory Quality Stepwise Implementation tool

Health
Drgamization
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1. Notification of Complaint

Part 1: Description of Nonconforming Event
(to be completed by person notifying the nonconforming event)

Details of person filing the complaint:

Name:
Address:

Telephone number:

Email:
Details of staff member completing this form:

Name:
Description of complaint:
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Part 2: Feedback to person complaining after resolving the cause(s)
of complaint
(to be completed by the Laboratory Manager)

Is the laboratory receptive to the complaint (i.e. can the laboratory solve
the complaint or is this out of control for the laboratory)?:

1 Yes: fill-out a nonconformity form to solve the cause(s) of the
complaint in a structured way. Attach this complaint form to the
nonconforming event form.

1 No: inform the person complaining and give this form to the
Quality Officer for archiving.

Date:

Description of feedback provided (incl. description of resolution of
complaint):

Name, date, and signature of Laboratory Manager for completion of
this form:

Name: Date:
Signature:

After completion give this form to the Quality Officer for archiving-

() orkd Health | aboratory Quality Stepwise Implementation tool

Organization

§ JSA 3 gad 357 354l
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