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Chapter @: Quality management in the IVF laboratory
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w sprawie warunkow, jakim powinny
odpowladaé pomieszczenia i urzgdzenia
osSrodka medycznie wspomaganej prokreacji

§ 2. 1. Pomieszczenia osrodka medyc‘axZnie Wielelgglelelelals]
prokreaciji nie powinny znajdowac sie ponizej poziomu
terenu urzgdzonego przy budynku.

2. Dopuszcza sie lokalizowanie pomieszczen, w tym
przeznaczonych do uzytku oséb, ponizej poziomu terenu
urzgdzonego przy budynku, pod warunkiem uzyskania zgody
wtasciwego panstwowego inspektora sanitarnego.




w sprawie warunkow, jakim powinny
odpowiadac pomieszczenia i urzgdzenia
osrodka medycznie wspomaganej prokreac]i

§ 5. 1. Podtogi powinny by¢ wykonane z materiatow
trwatych o powierzchniach gtadkich, antyposlizgowych,
zmywalnych, nienasigkliwych i odpornych na dziatanie
srodkow myjgco-dezynfekcyjnych.

2. Potgczenie Scian z podtogami powinno zostac wykonane
W sposob umozliwiajgcy jego mycie i dezynfekcje.

3. Przepisy ust. 11 2 nie dotyczg pomieszczen
administracyjnych.




w sprawie warunkow, jakim powinny
odpowiadac pomieszczenia i urzgdzenia
osrodka medycznie wspomaganej prokreac]i

ie mogg powodowac
gromodzenlo S|e w nich zanieczyszczen.

§7. SCICmy wokot umywalek i Zlewozmywakow powinny
by wykonczone w sposob zabezpieczajgcy sciane
przed zawilgoceniem.

§ 8. Instalacje i urzgdzenia wentylacji mechanicznej |
klimatyzacji powinny podlegac okresowemu czyszczeniu
zgodnie z zaleceniami producenta, nie rzadziej niz co 24
miesigce. Dokonanie tych czynnosci powinno byc
udokumentowane.




w sprawie warunkow, jakim powinny
odpowiadaé¢ pomieszczenia i urzgdzenia
osrodka medycznie wspomagane]j prokreac]i

3) pomleszczenlo lub wydzielone miejsca do sktadowania bielizny
brudnej;

4) pomieszczenie lub wydzielone miejsce na odpady.

2. Wydzielone miejsce, o ktorym mowa w ust. 1 pkf 2, nie

moze znajdowac sie w pomieszczeniu, w ktorym znajdujq sie
wydzielone miejsca, o ktérych mowa w ust. 1 pkt 3 4.

3. Pomieszczenia lub wydzielone miejsca, o ktérych mowa w
ust. 1, mogq byc wspolne dla banku komaorek rozrodczych i
zarodkdw oraz osrodka medycznie wspomaganej prokreacii.




w sprawie warunkow, jakim powinny
odpowladaé pomieszczenia i urzgdzenia
osrodka medycznie wspomagane] prokreacji

3) znakowania komorek rozrodczych i zarodkow;
4) przetwarzania komorek rozrodczych;

5) kwarantanny komaorek rozrodczych;

6) zastosowania zarodkow;

7) dystrybucji komorek rozrodczych i zarodkow.

3. Pomieszczenia i urzgdzenia powinny zapewniac prawidtowy
przebieg czynnosci zwigzanych z odbiorem, rejestracja,
znakowaniem, gromadzeniem, przetwarzaniem i zastosowaniem

komorek rozrodczych i zarodkow, jak rowniez czynnosci
kontrolnych.




w sprawie warunkow, jakim powinny
odpowiadac pomieszczenia | urzgdzenia
osrodka medycznie wspomagane] prokreac]i

przeprowadza sie , muszq byc wydzielone
| posiadac wyrazne oznakowania, a dostep do nich

mogg miec wytgcznie upowaznione osoby.

§ 12. Przetwarzanie, zastosowanie i dysfrybucja

komorek rozrodczych i zarodkow powinny odbywac sie
w wydzielonym pomieszczeniu zapewniajgcym
odpowiednie warunki komorkom rozrodczym i
zarodkom do momentu ich wydania.
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Table 8.1(b) Clxuficanan ol clean arex interms of yrboene particles

At rest In operation
Maximum permitted number of particles/m’
Grade 0.5-5.0 pm 55 pum 0.5-5.0 pm
A 3500 0 3500
B 3500 0 350000
C 350000 2000 3500000
D 3 500000 20000 Not defined

>5um
0

2000
20000
Not defined

A rest’ = equpment nstaled and cpenating In operation” « iretaled equpment functicaing and peciind number of personnel

peeery

Table 9.1 Average vabues torlimits of microbiad detection in areas of defned arqualny

Settle plates (90 mm Glove print (5
Air sample (CFU/  diameter) (CFU/4 Contactplates (S5mm  fingers) (CFU/
Grade m') hours) diameter) (CFU/plate) glove)
2 <3 <3 <3 <3
B 10 5 5 S
C 100 50 25 -
D 20 100 50 -

CHUL CODny o mang units
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Equipment and supplies for embryology

CO incubator
[Hasecting microscope
Inverted microscope
Heated surfaces for microscope and mampulation
Areas
Heating block for test-tubes
Laminar flow cabinet
Crven for heat-sterilizing
arall autoclave
Water bath
Pipette 10-1(K mL Eppendord
Refrigerator
Supply of medical grade CO,

Supply of 5% CC i air (or special gas mixiures)
Wash boatle + Millex filter for gas

Rublwer tublug
Plp-ett-e cianisters

Clinical grade mineral or paraffin oil
Culture meedia

Glassware for media preparation
Camometer (for media preparation)
Werghing balance

Thsaue culture plastics: {Nunc, Corning, Sterilin)
Flasks for media and oil: 50 ml, 175 mL

Culture dishes: 60, 35 mm
OCR (oocyte retrieval) needles
Test-tubes for OCR: 17 mL disposable
Transfer catheters and stylets: embryo, GIFT, IUI
Syringes
Needles
Disposable pipettes: 1,5, 10, 25 mL
“Pipetus” pipetting device
Eppendorf tips, small and large
Millipore filters: 0.22,0.8 mm
Glass Pasteur pipettes (Volac)
Pipette bulbs
Test-tube racks
Rubbish bags
~ Tissues
Tape for labeling
7X detergent (Flow)
70% ethanol
Sterile gloves, latex and non-latex
Oil: Boots, Squibb, Sigma, Medicult
Supply of punified water: Milli-Q system or Analar
Glassware for making culture media: beakers, flasks,
measuring cylinder




TABLE 4.1. Tissua Culture Facilities

Minimum requirements

Desirable features

U seful additians

Sterile area, clean, quiet, and with no
through trafiic

Separate from animal houwse and
micrahiological lahs

Preparation area

Wash up area ined necessarily within
tissue culture lahaeratery, but at least
adjacent 1o it

Space for incubatoersl

Starage areas:

Liquids: ambient, 4°C, = 20°%C

Glassware {shelving:

Plastics ishelving)

Small ems idrawers)

Specialized equipment islow wmaver),
cuphaardis)

Chemicals: ambient, 4°C, = 20°C; share
with liquids, but keep chiemicals in
seiled confainer over desiccant

C0y evlinders

Space for liquid Mz freezens)

Sink

Filtered air (air-conditioning|

Service bench adjacent 1o cullure
area

Separale prep room

Haod rosm with temperature reconder

Separate sterilizing rodm

Separate cylinder store

Piped CCO and compressed air

Storeraam for bulk plastics

CJuarantine maam

Containment raam could double as
quaranbine regem)

Liquid M, starage tank 1~ 5(KF LI and
separate starerppm for nitregen freczers

MiCTDSCOPE rpnm

Drarkroom

Vacuum line




TABLE 5.1. Tissue Culture Equipment

Basic requirements

Noanessential, but beneficial

Useful additions

Laminar-flow hood (biohazard if for
human cells)

Incubator (humid CQO; incubator if
using open plates or dishes)

5% CO; cylinder (for gassing cultures)

Liquid CO, cylinders, without siphon
ifor CO, incubatar)

Balance

Sterilizer (autoclave, pressure cooker)

Refrigerator

Freczer tfor = 20°C storage)

Inverted microscope

Soaking bath or sink

Deep washing sink

Pipette cvlinder(s)

Pipette washer

Still ar water purifier

Bench centrifuge

Liquid N; freezer (~135 L, 1,500-3,000
ampoules)

Liquid N> storage Dewar (~25 L)

Slow.cooling device for cell freezing
isee Section 20.3.4)

Magnetic stitrer racks for suspension
cultures

Hemocytometer

Cell counter

Peristaltic pump

Pipettaris)

PH meler

Sterilizing oven

Hat raom

Temperature recorders on stenlizing
aven and autoclave and in hot room

Phase-cantrast, fluorescence
microscope

Pipette plugger

Pipette drier

Automatic dispenser

Trolleys ar carts

Drying aven(s), high and low
temperature

Roller racks for raller bottle culture

Piped CO; supply from cylinder store

Automatic changeover device on CO;
cylinders

Glassware washing machine

Low-temperature (£ - 70°Cl freczer

Conductivity meter

Osmameter

Polyethylene bag sealer (for packaging
sterile items for long-term storage)

Computer for freezer records and cell line
database

Colany counter

High-capacity centrifuge {6 = 1 L)

Digital camera and manitor for inverted
microscope(s)

Time-lapse video equipment

Cell sizer te.g., Scharfe, Coulter)

Portable temperature recorder far checking
hot room or incubators

Plastics shredder/sterilizer

Contralled-rate cooler {for cell freezing)

Fluorescence-activated cell sorter

Confacal microscope

Microtitration plate scintillation counter

Centrifugal elutriator centrifuge and rotor




TABLE 7.1. Elemant= of Risk Assessment

TABLE 7.1. Elemant=s of Risk Assessment [ Continouad|

Calegory

Item s affecting risk

Calegory

Itemm s affiecting, risk

Opcralor
Exporicnae
Trainming

Frotective clothing

Equipmemi

A g
Suitability for ask

rechanical ssabilily

Elcctrical safchy

Containment

Heatk
rdainbenance
Cispo=al

Fhysical Risks
Intense caxld

Elerctric shack

Fire

L= vzl

Belevance

Hackpraund

Frovissus

P ew reqjuiremenes

L= BT )

Froperly searn (huttaned lab coae)

Laundered regularlsy

Repaircd or discarnded when
damaged

Conditizen
Adherence 1o new legislarion
Acrcoss. sample capacilby,
carnta inmenl
Lexading
Anchasrape
Halamce
Connoctions
Leakage b graund lcarthd
Froxim ity of waber
Acrsols:
Censratiasn
Leakage fmom hoood dwucting
Dlwverspill fram wark arca
Toxic Ffumes
Exhaust ducowmrk:

Integrity
Sibe af effluemt and doss nwe ind
rizk

CGoeneratiasn

[Fiszipatizsn

Fregquenay

Cecontam imatien receired §
Baoute

[Foecontam inatien recquirecd T

F rarstiribe

reumbring

Lovss of COnNSCimEsnses

Cardiac arrest

General precawbizms

Equipment wiring. imstallaticm,
and maintenamnce

Incur=sion of water near clectrical
wiring

Fire drills, przcedures, escape
roubes

Saplvent usapges and slarage (cog-,
do nast sbeere =ther im
reefrige-rabaersd

Flammakls mixiurncs

Idenmtification of shans=d
bisrhazards and radiachemicals

Chemicals Cincluding gases and valatile liguids)

Srale
Toxicitey

Eraction with water

Reaction with salvemi=s

Wolatilite

CLeneraliten of powders
and aerosasls

Imsport, expeert, ancd
tramspaeriatissn

Leecativen amd storage
canditions

Bichazards
Fathopenicity

Srale

Cenetic manipu laticen

Containment

Eadicizobopros
Emission

Wolatilice

Laecalizatiz=n om
ingcstion
Fisposal

Aamarunl usexd
Foisonous
Carcindasgenic
Terabkagenic

Pl LI b e e
Corrosive
Irritant
Allergenic
Acphvsiative
Heat generation
Effervescenaces
Heal gencration
Effervescense
Ceneratisen of explasive mixiere
Intoxication
Acphvsiatiaen
[rissem inatigen

Inhalation
Breakage. leakapse

Aceess by unbraineo skaif

Ilegal entry

Wi eather, incursion af waber

Stakility, cam pressicn, breakage,
l=akage

Ceradse
Infocrivity

Host specificily
Stakeiliry
reumbeer of cells
Amarunt o D384
Host specificity
Werhier infoctivibe
Fizsahlement

R as=rsm

Cabrinet
Frocedures

T yper

Energy

Fenetration, shielding

Inicracticsn. iomizaticen

Half-life

Inhalation

[Fis=em inatigen

[rs A precursors, such as
I*Fithwymidine

Sarlid,. ligquic, gascmes

Rarule

Legal limirs




TABLE 7.1. Elements of Risk Assessment (Continued)

Category

Items affecting risk

Special Circumstances
Pregnancy

Hiness

Immunosuppressant
drugs

Cuts and abrasions

Allergy

Elements of
Procedures
Scale

Complexity

Duration

Number of persons
involved

Location

Immunodeficiency
Risk to fetus, teratogenicity
Immunodeficiency
Immunodeficiency

Increased risk of absorption
Powders, e.g., detergents
Acrosols

Contact, e.g., rubber gloves

Amount of materials used

Size of equipment & faciliies
and effect on containment

Number of staff involved

Number of steps or stages

Number of options

Interacting systems and
procedures

Process ime

Incubation time

Storage time

Increased risk?

Diminished risk?
Containment
Security and access
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Glass hood

Glass bubble flask
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Materiaty

hitp://www.vitrolife.com/
http://nidacon.com/products/

hitp://www.eppendorf.com/img/startseit
en/Eppendorf_India_Products_for_Hospit
al_Diagnostics_and_IVF_Labs.pdf
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