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Overall There is sufficient space for the intended purpose
General
1 There is suitable space allocated for patient reception/waiting area
2 There is appropriate phlebotomy/sample collection room
3 There is suitable space for washrooms available in compliance with individual privacy
4 There is space for specimens’ collection area
5 There is suitable space for decontamination/autoclaving/sterilization available (if done in-
house)
6 There is a clearly defined laboratory space for establishing the FISH operational lab and
FISH analysis lab/area
Specific Cytogenetics and Molecular Genetics
7. If live samples are to be received, there is space for tissue culture, harvest & slide
preparation (dropping) room available
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8 There are clearly defined areas for pre/post hybridization, analysis and reporting
designated

9 There is separation between technical (“non-clean”) and analysis (clean) maintained

10 There is an assigned dark room for FISH based applications available

11 There is separate space for microarray-based applications allocated

12 There is sufficient and safe space for chemical storage allocated

13 There is space for Cytogenetics filing cabinets allocated (unless paper policy is not
applicable)

14 There are separate rooms for DNA extraction, pre and post-PCR with appropriate
humidity and pressure controls allocated

15 There is space for NGS-based applications, space-in-space (bioinformatics, IT, cloud etc.)
available

16 Unidirectional workflow is maintained or separate rooms (as an alternative) for pre and
post PCR are available

B

Overall Provided space design is safe for clinical use

General

1 Security access to laboratory sufficiently described and maintained

2 Fire exits are clearly described and implemented

3 Fire doors are planned or installed

4 Eye wash system is located within the required distance from the working area

5 A safe distance from the roof and storage cabinets is maintained
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6 An emergency communication system is installed

7 A biohazard waste disposal mechanism is described and available

8 Floor is anti-slip

9 Clean/dirty sinks with shields are clarified and designed

10 Anti-vibration benches are installed (as required) and not wooden to avoid contamination
Specific Cytogenetics and Molecular Genetics

11 Working benches and analysis benches are in compliance with ergonomics

12 For microarray, NGS and sensitive applications, anti-vibration benches are planned
13 Clean/non-clean areas are clearly indicated and allocated

14 Monitors for temperature dependent equipment are planned and installed

C

Overall Provided equipment appropriate for clinical use

General

1 List of equipment/instruments are provided

2 Clear demarcation between capital and secondary equipment is described

3 Capital equipment in duplicate for back-up is preferable

4 Provided equipment well known in the field for clinical/research use

5 Back-up plan for equipment provided

Specific Cytogenetics and Molecular Genetics

6 FISH analysis (microscope with appropriate digital analysis system) is available
7 Essential equipment for Karyotyping and FISH are available
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8 Temperature and Gas-dependent equipment are available

9 Equipment for tissue culture room are available

10 Fume hood is available

11 Chemical cabinet is available

12 Incubators and backup are available

13 Essential equipment for molecular techniques (e.g., PCR, qPCR, etc.) are available

14 NGS based equipment are available

15 Sanger sequencer is available

16 The bioinformatics pipeline including servers, computer systems for large data storage and
analysis, in-house or off-the-shelf software that are established for data processing,
analysis, storage, and management is available

D

Overall Personnel are qualified for clinical laboratory services

General

1 Trained phlebotomist or another qualified individual is available for specimen collection

2 Senior personnel qualifications are clearly defined and provided

3 Qualifications of technical personnel are clearly defined and provided

4 The laboratory director is a qualified clinical laboratory scientist or pathologist registered
and licensed by the Saudi Council for Health Specialties (SCFHS) as "Consultant”.

Specific Cytogenetics and Molecular Genetics

5 For cytogenetics, a minimum of one technical staff, licensed by the Saudi Council for
Health Specialties as "specialists” or technologists must be available
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6 For PGD testing, a minimum of one technical staff, Saudi licensed by the Saudi Council for
Health Specialties as "specialists” or technologists must be available, and with a minimum
of 2-year experience in PGD.

7 For cytogenetics report signing-off, a minimum of one "consultant” level cytogeneticist
with at least 2-years’ experience in clinical cytogenetics available, must be available.

8 For molecular genetics technical staff, at least one specialist or technologist licensed by the
Saudi Council for Health Specialties is available.

9 For molecular genetics report signing-off, one consultant level or one clinical lab scientist
licensed by the Saudi Council for Health Specialties with at least 2-years’ experience in
molecular genetics is available

10 For NGS, a bioinformatician available or licensed analysis platform is available

E

Overall Laboratory, Procedure Manual (PM), Quality Assurance (QA) plan, Quality
Management Plan (QMP), and Organization structure (OC) for clinical lab must be
sufficient in detail and awareness of QA is sufficient

1 The laboratory must have a defined organizational chart, and scope of service.

2 The Laboratory has an Initial procedure manual.

3 Laboratory is planning (with documentation provided) for the proficiency testing (PT)
programs or other means of external assessments with other recognized laboratories

4 Laboratory is planning the necessary validation processes (as required) before starting the
clinical service

5 Laboratory is aware of the clinical reporting criteria and its requirements

6 Clear definition of result requesting & reporting process, and where applicable, to define
the LIS (or alternative manual) result management process

7 Plan for staff training and retraining provided in sufficient clarity and detail

@ www.moh.gov.sa | & 937 | £7 SaudiMOH

& MOHPortal | [ SaudiMOH | & Saudi_Moh




G
4 R
dnll djljg

Ministry of Health

(z Geke) plall saadly gy I Aupell Lo gmall

S lasHe oued]! oasall N
&gzl ¢ LaiSI1 | Blood Glucose Test ( @il 3585l \
Fasting)
=======| Blood Glucose Test ( Sodee 3989l Y
Random)
Slog=d Jae (Say =======| Blood Kidney Function S caslls g Al
Zt_lﬁ_zﬂ L LeasS Test
Syguall uolially =======| Blood Liver Function Test SO aslla g ¢
&3 ((aoleilandl) -
Sl e 5,855L) =======| Blood Cardiac Enzymes Aedall elasss¥l 0
=======| Blood Lipids Profile Ogaddl degazma !
======= Blood Protein Profile S lwsg ) Ac gama Y
=======| Blood Enzymes Profile Sleais¥l de gazma A
=======| Blood Phosphorous Jgdweall A
=======| Blood Calcium pouadIN Y.
=======| Blood Magnesium fa}g.a-«ﬁ:\l‘ AR
=======| Blood Iron doasdl | VY
=======| Blood Iron binding Lallagasdl | Y
Capacity
=======| Blood Amonia Loga¥l | V8
—====== | Blood Hb A1C o 09 ¢l omslisardl | V0
=======| Blood Hormones Profile Slgaydl degama | V1
& olsslerdl | Complete Blood count pdl dat A€ 8y90m | VY
(CBC)
—=======| BloodESR pdl i deyw | VA

@ www.moh.gov.sa | & 937 | £7 SaudiMOH

& MOHPortal | (i SaudiMOH | & Saudi_Moh



m
R
asall djlg

Ministry of Health

=======| Blood Sicking LM e ca &SI | VA
‘a.\.ll.' 44.\141._ > f

=======| Blood Coagulation Profile Slogxd degama | V.

—=—===== BloodGrouP ‘a.\_“wm Y

Identification

@<=l | Routing Bacteriology Test Lagdyxtl JJl=d) | YY
EWRIN]

& 3J9 aw | Widal Salmonella H&O Jlawd Julo=s | YY
Test M-l-’ﬁiw

=======| Toxoplasmosis Jul=s | VE
903Dl guSTl)

=======| ASO Titre ﬂuj‘w‘éi(k-‘-’d Yo

=z======| Rheumatoid Factor 09818 wgslegy Jud=s | YT

=z====== C. Reactive Protein AISS g s | YY
N9 -

=======| TPHA éiuﬁ.‘g&M YA

=—======| RPR )‘L”’))TJ.}‘.L‘?J ¥4

=—======| Brucella M—.‘.—‘“ﬁﬂ-“d@ Y.

=—======| Rubella M.A_@).ndﬁ.l.‘a? A

=======| Complete Urine Analysis JoSI Jgdl Judms | Y

=======| Complete Stool Analysis Jol&II 3Ll Judes | Y

@ www.moh.gov.sa | & 937 | £7 SaudiMOH

& MOHPortal | (d SaudiMOH | & Saudi_Moh



m
R
asall djlg

Ministry of Health

o) Ampall Slucw b | o o psell liad) Jldiw! of Jluyl adl

bl Ja5 Dog i
Lsall ugall of cilioald Ao ) dmiall duwgall AS5lang Bizme 8ylan ciliall a3 @iy o bojida -
bl Jadl § amnis S84 pe wBlazlly of cliall Azl
ALl U5 1o do Ll Al i) o sliad) Jas @iy oF - Y
Alatally bkl Zasl] § ligall Jlataly cagdially 5,80 43,2 onali oz o -7

helially 3,01 33,2 &l 331 e
(Y 5855 gy e ol dmS auye e (Y8) (e Joald Bmimsell 25,501 Ao Luns Ja3 Wi oy

Loty wlivall Jumady 5ol iy )

lbuall Jasst (Lgie Az yo A-Y) pisee 22 .Y

liall go Jalazld (Clss 1) g5l ¢y 2l 2 .Y

Othelally a8 5all Aadladly ol ulas Jo €

o0 ol Lol B2l as) ae die adss e bl ey oo pelitll cule smie slui glsl .0

A gumedl el
3313801 g Boazall Calia¥l e culigall Jas bl alasial 1

: Eladly 8)lnd | Sliolge
g, lall 3K 3 Lelt e Lole cliall U5 gl cansta) el oo (3 5uel5 a5 Y

olSudYl Bue o Joladdl 48 e 35l oyl g oluil Bue LY
Adkudly opa¥l gl yde5 .8
: SLAd Ads 1) 2
onbolall adsoll Camgll Y
Jeadl Sleleal dds Y

@ www.moh.gov.sa | & 937 | £7 SaudiMOH

& MOHPortal | (d SaudiMOH | & Saudi_Moh



m
R
asall djlg

Ministry of Health

g2l Sasd el uolidl Brall lodlally liadl Jas cligls 3 Ll 3ylog coligall Chubial oy Losd
oslsiny llall Apall Aalaie e soball Jl )

(Regulations for the transport of Infectious Substances 2011-2012)
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