. s
were &id o 14 Gune
S some of the pro

Warbarton

thorn

Thvaite
net been formally inspected befors
1981 and 21 July 1984, The latter
rotals Jor Livingsions House,

. Wormal vi
GODRELOUN wWas W

Zxipting Boyel Indirmery

Yaw Phage Hmyal Infimmasy

Livingstone Houss.
4, This will cause gevers problass of supervisiosn,
sl should not be prolonged wmecsssarily.

a:;l

being refurhished.

appll

g S e i e

P
cavl

Te Biffereni persornnel
not besn nomingt
5. This Inspeciion

1 it came to discus:

records and procedures were proau 2t Lor dl

This proved o be a difflecult Centre to inapent,
,razlL chanses in progress,
rocessing and hamaimmﬁ of bloom aTe ZroseLy AeLis
Tt thereItre Beshn wnvenscRaNle Yo
on fhcl&ltles waCh will only be uzed for -4 months
boilding which is still in the p*oce*‘¢
on of Edinburgh will

o gf&: abls,

ig egually dlzflmult “o asseas = bul

A further inupc

esgary vitiin & months.

A
ey

Thers

is oo doubti

ae 4 Yo be an interim meapsure

the activiiies of Livingstors House haok
1 buiiﬁing’must be completed no latar than June TOBS,  Asn
usion Jept eplit betwean Y locaiions:

A

.

. -

sible

TESDON

as:u:‘** E.:V

[

;:u,nb a

2 helpful

BSCUSSLON.

&
&

aititude of

to produce a more Ybalanced" view of the rcontrol being exercised,

9. Elasewhere i1 was
Standard Jdperatin

e

0. The conditlons underx
c¢o:elv* in t:et

ditiong theno
W T iiscuss&ﬁ:

a locgl donor cen

noted thai

which blood is
a9s
eguate hu

ol ot}

v

ad

an objective attitude to the prepara
g Procedures was apparent

yh&i the exis
Tens

This was caused par

B

whersfore e

naaﬁtﬂ vigil iA May a DURNET
These gserteinly helpsd

ion
and hgusekeeping showed slsns of .
mproevensnt L though this is difficult under the exleting overcrowded conditiocus. -

xha “anafactur;ag Licence for ithis (Cenire eynivmd on 30 Fune 19&? and no.
on has besn made for Tepewal.

fee

takern were explored a litile more

sion {a% Linli

thgow) was visited.

the following topice in particular

for Cuelity Control and Productinn nave

ad. L b %w,hjh\ . THUTED

wil

Hoon
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L iiity aad the cc-x:us‘;ﬂ‘s@pcy of decision taken over whlon

I rejeot with regerd to Llinesses and medicines and wheihar
g really read ihe goestlompeire. Just bhow comprebensgive ip the
fommaire?

12{z) The loeziion of hleeding snd Type of donor., For szawple, wheiher
Prisone and Do z tale were really approprisie or oeoossary & & souTte matarimpl.
The possible advantages of a "wobils doner centre® (consistensy of envizonment
and Increased pruw .x‘emfmi‘ capability) were also considesed.

ﬁE?
s, splite ip the rubber Begment of

130} Tne problesms ssgoocirted with blood bag {there Incliuded blunt need:
piyi-i bags, fungzlly contamineted outer
the donoy tubel.

-
1

1ling syringes frow

cvice of pre-{i

onb-001 Drimnces asnd

or contrel of & “slow tlesd® [cen iead 1o

iaiklng blood routinely ai
gw refrigorated vang have rens
an cepse ivmediztely. (Germial
ig DEOCESS.

nonense of "segrenie” on dhe donor tubv Tor

iz ig presentiy 420 mis bul ooey

attendant was higher
aining fwplications and

ves of 2 boemogicbinomater rather than the coppsr suliphats fest,

the concept of elindiecel velidation of prosecooa
hdu*@ appear o be room for the gewerstion ol

. anpa?rs oo dn a numbsr pf soiiviitie” fdifferemily’
cence and renge of A fferxences™ was not gone

3 unt sugrested unat a difference "per us® Is

= “me% el (E:mmplm iﬁclwie: storage

12 ey Trre blo

Ly
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L)
4 Bank

N

w
ie
\g“;

et
LIST
7 Blpen® prosess -
c # i p
LD —— ® 4
-«..»ZI.’HL;;:..,;‘.,I ¥
] & 2 o
- ™ ¥
Safel & *

Mlosed® procssy - %
Fpen® peooess - pooling

£ =t -
B loead" grooes
i (3]

473

283, Aboud AU of domaticme are Ffor ocomponspis and uwrooessing, the oumd
availabls i’a;; “EI" anefusioms a8 whole Tlood.

#9. EBElood “a]mn into mingle pac:im ie used meirdy for plzswme pooling which will he
dome at Livingetbone House., Ths Jebore netove of plooms Wa&iﬁzg Lo owsxy derpandest
the JPC coming up with a fwmetioning pack steipping machine.

Tope Jentre will shortly be Zopatsd ob 3 wepazste sifen. Bx:i@;i’ wiglien wene
Lo both the Fheze 1 Hoyel Infizmery snd Liviagsione Hous

9

&

cilities follows in terms of socurmodaiisn and soy
111 incomplets sbeerveiinng thel oconld

{‘(
o

3
e

Gy
LRI

rviewiag, Sweving
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Team preparation area

Iempnoglobalin investigating lakoratory
Cold rooms (4, B and oy

Egulment xoom

Clericsl support fecility

Twmmumnology and Tissue Typiog

Dark roon

Tmsmnology {White Cell Typing)

Isotope “iammmrv {reagents)

Hepatitie labomatory

Microbliology leboratory

0L cer

Stall room
Seminar moow
Wanbeuw {Prepare
Libresy
Tegohing laborzicory and lechive roosm
Sample recepiicon =xmd aBsonizted leharatory
Aovenstal scresning lsbhoratory

Bonor grouping leboraiory.

ration) Autoclave

lack of sscurdisy of thﬂ Centrs Yout o
mein entrance ouet remn o 2R o~ & mopd
spourity v"enﬁy\'“‘ ?:icrmty fraskdal t be given i

Yoy o

L‘\.A-' e

is umﬁerstomﬂ

LRBET

Some unsuiiable Turmishings hove bean provided in = fe

ooped thepe will rot delay the use of the departwment.

35,  The hepatitis leboratory has been deslgned an a 3-roomed anite bui socess
to ihe corridor iy possible from the room containing the mlerohinlogical safety
w“ﬁiﬁ@t

57, The microbiology laboratery (desigmated) fe not satiefactorily equipped.
8. t is strongly recosmended that the srea presently being used as a

temporary pharmacy shonld, when vacabted, be converted for the uss of the Blaod

Transfusion lentre iute s processing and labaratory facility.

This would ailow

the main fanctions of the Centre %o bs housed together on one floor.

List of facilities

Crovmd ooz
Centrifoges room él\gnt i} -
ventrifuge room (heod spin: «

DR
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'ﬁ’

14 plasme [reezing area (Liguid nitrogen)
~40 G chest and upright deep freeners

Hecgp tior pnd despatoh

+4 C refyigerators

Cloakroam Tacilitiss

Store

Office

I:'l

40, Upuilalre:
Domeptic fecilities mnd plamit xoom,

Discugsions were held on:

f g1, in 4he Clegn Room o TT—
1w air bresk - which should be oubside the tlean room). ’
TN g e oo 150 e et --""""‘"““""Wm'"“"-‘mm.._,_ ) N
alled with ledges snd a rubber gasket {atiracts dued). )
proreoe S Ss - )

o i

o herg nsing large end cumbersome hoods Ls aol the
iee loocalised point extzraction ie esnally more

rovide additionel cooling capsoity in thess weu 2rens,

P, 5 2 P N "
; wih bhorough smoke tents are gayried ont under varviag
i ”gm£¢hlcma io astaﬁlﬂm thet the centrifuge extracis do not cause ao }
: oo, -~ N & &~ 8
ImSiey of wnfiliersd air fulc dhe elzen woom iteself {eg by way of the hatchl. J

sotivities whlch will be JIeff in Yoe ®old® Hewesdl Tofimsery dnclionder

Crosg-wetohing and Blood Bank
Tosgulation Laboratory

Fromen cell bandk {and fromen platel
Faodlity for carrying out lsucocyie depletion,

(G

Y
£

0

were brielly discussed
pocling facilities.

? Y ne
LRl BElpfTnIT .

/
{ : From opsning windows.
' oo Oleen Foosm snvironment, v

e
L
R, g N ot
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5. The existing Rovel Infirmary Site

This is gplit beiwesn 2 sreps:

o Procsesing, donor centre, some leboratory facilities {eg popatitis
testing end microbiclogy) in Archibald Place,

[ Bepaining laboresiories, refrigerators, issus ote in the maln hospiial
bullding.

4.1 St. Sioraze facilities

 siatansammn st e,
WWW " .

[ Existing storage facllitlien wore peen Lo e ipadeguate, with goods, ewimen‘;‘
£
[
]

& d mbh.ush muneﬂn@ up car?*id.c::rs.

i s SN

. Tnsufficiszat ref ,im:ratc;r“ spacet was sveilable so that opme refrigerator ;
designated for explred maierizl nun»amed ®in-date™ FYIIY and {resme dried
@iﬁ/ﬁpltaté. v/
- iR g e o

5 1o ProoesaS m—

Erief mupmery of ezisting fanilities with comments

The eripting processing arse iz locaded in the basemsni of irxehibaldd FPlaze, &
puilding schedvled for demclition.
o, [ — et e i i *M‘—“mg,a

54, :‘:“;,:"x H:L 7 and materislaz is vig the back door where ope is confrunied
with an-appaliling mess of Tubbish which is tolally inadequalely comtrolled and >

repsved,  Whilst 1% may be wvery diffienlt to eontrol ihe cockooach and rodent

extction In old buildings of this *'yj‘:w the nmacmepiable hexlth haza:ﬂ et

TEY the picsoratsl matexial iz this axsa %i&be given contimming priorit

zotenticn by the hosplial authorltieg. W_,Mmm

A

o
Sk

e A i i
The only copcession io clean Toom working comdiiicns that bas been possible
0 buupi; HEPA filtered LAF cmbineis. These heve been Jovated in stendaxd

oratories or worse, in cormidars. Bo atafl chesging facilities zre availavizs,
R s-.mlace-s of ba,ga zre not sandiised belore meptic handting,

S

............ oo e e ANt b - A 6 e e o - z ,"“
— N T . 2 :
ipder such conditicons the skill of siaff, a 41 rcjp1lrea and consclentiouns 5;??3;!’ !_)}*‘ &355
Tean h eod w&bemnce in poofl housekeeping practlicesn are 211 of imzportanece, SF‘;ﬁﬁ%Q’f{’
¥ ) . (] th

=

. oo s

SR - . -
morenn e o P

+ wishing to detract in eny way from the efforxts of sialf some e
;uhwsw:aants in gsepiic manipulziion and the housekeeping of LAF ceblnets nesis
vo be Ryemples of working oun the edge of cabinets and with ungloved

nie o gontaminsts oonmeolors waDe BEED

P
o
<
¥
%3‘
o

sEEIODE ),

though 1% ls undersiood the

Ty L sy Sy e
Thio [RESIR
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2. e

paration of

"
i
Nt

ined unsages for the jigiail packe are {or she pr
initate by thav syphoning or for plasma pooliing.

TP omeED

N

th

i
g
o3
e
H

B2, The wgs " this pack may decline should the moltiple pack w
BAGY Incregse

P”

&3, Thaw-syphon produced cryosrecivitate (Gmall Pool Donor Source)
Dl uuuw:s ware held on the need for cryoprecipiitate. The followlng resacns
sesy imporsant:
e e o pawRrreneneeeneeat e ARAARS ~-—-‘""'"‘“~"‘"""—"".—‘"b‘—""--n._,\__
S S s U
.r - c o = . e
64.,:; There 1s a reduced risk of contracting hepatitis from = moall pool ™

donnr sourse. It is argued oy othsrs that the risk of coptrasting bhepatitis R
is e;umwn‘tw; 1y ipcressed when a penl exceeds 10, \\

. - N e T e Ao g e R - — — P— - i
Edinouy use an Anitial poel of 3 but thie is later poonled with 4§ J
ciber podla e total of 12 donors involved). J

et PR i

i, e Juspsobor would

N

atre te lovestigesie lhe poassibility of
wmpt o redace this xisk.

@

A
ousing accredited denows in an att

& Righer yvisld of F vi“n.L ia:;m
twmnrﬁa"te ¥ YYIY, It
sk that the Centm
CF FTITE avellable
iiley of distributic

he Csnires Wwiih b

Swi Ll ns

,119?0‘""“ dts

Plazma {lasl
The mry.mpmr
n znd stomed

o i {‘\.}“"wmml"r RO o
zm“:r 4 poud
arbed oy
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i
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by IR

; o e S
D5, fed Cell Waahlng e

s U

The machine used, an I 2291, is lnappropriately locatsd ln s cc;r'""iw v, Bags
coanscted to the machlipe without the protection of BEPA filtered alr. KT
e -‘:;,__.—-» S '“":‘»——--M:“—..,_..m—-—m ~~~~~~~~~~~~~ e S ,mﬁf_-_-__,,,,.v-m"""““’c‘fw‘
cells {m ths crysprotected Tgtate mnd stored in the Fapour phess of \
g' Limuid nitrogen ere given an indefinite phelf~1life even though temperatures ‘,}
1 BTa inadequately monitored. s

S

R e B ST

200 wls of fresh platelet depleted plasms is aplit into § x 50 ols for infusion
zz glogle 50 ml contaliners,

79, Xo microbizl dats hag been geperanbted on this product. This would seenm
worthwnile as neonates sare partleulerly "at =iak”.

A0, Lak for wmooling of "ex

” . hN
in a lu’:" the environment is unsabtisleobtory |
slac containsd faantrif‘ng@s. Yo stalf change &

Ifgr o

Aistinciion has not been made ™
or producilon and one for &0, fg v DEMSLE
e

s (5 vy g et o Mg & e RUTR A~ PP (b R |
e amd ozopumary ol ths "Pest Dummesy Lhwst f

ce T T

R e A e

linked to a fC)mUll ter whdoh could Yecan® and
PThe Scottish Transias ; 3
hhair *"equ} repenis,

wvon mare auntomated system wonld Coreguive stall
A “j,u,.—lm back® to less sophipticated technigues sho

That na:a-v ”‘E;_Lé..‘.ﬂc“ iz glready placed on
: o the equ. .Mw*‘w
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e ol e ‘fﬁ“m“"wm._,.,_.——»-—' e e T e e T
88, /For rsaso 55 Buc shoag there are maxny wore false popitivesn than real onesg \
and "cooling” ol blond is sald teo kill the infective trepomema. Tt would §

be useful to see modern data on thie last polnt. Unfortasately the praciice ;
of helding bloed at smblent at Edinvurgh for up to 18 hours most precinde
% sny possibility of dropping the test,/ J

U
T T

-

e N AN AR e BN ey T w’A’P""“*“‘»H..‘._‘___.»_M__,_.,._-——"/
89, FHepatitipg and Hircrobiclogy

Thepe are located on the floors sbove the Public Accens levels in Archibsld Flace,
507 The

R

90, The main bi:}hazam sreg althongh sepregated m‘:ui entered ‘ua a change Ioom
muet be considered as wneatisfactory. It has & very slighlt negative Pressurs
and EEPA {iltors do noi appear te have been fitted on the exhenst dvating.

R S— e wf
= mannnnt, - A e o et oo P B i B M i
/ 7. The autoslave locaied here used for lmaectivating contaminated items stﬂll frE Fo i 71
Tune on & pressure gaume (20 lbe for 45 mimutes) and has not been checked or ”_'ﬁpz gD
regularty maintained, e uO‘ ~
LT —— e e i I Emt
Microbiviogy

S, & level ol microblal ifesiing is carried out on product znd a limited
envirvanental tepting scheme lg included. This iatter gyotem includes "Biotest?
(:heu;s on LéF cabinets but these camnot be checked for particies ox flow {by

anemozeiar) nor zre setile plates romidnely used. "Blobest™ results zre bRighly

*gr'-"-n &n &,
fo) Tt w2 U N g, e s PR - . T TN
T LEHT DRPTLOLE x:.;}j‘d.;’.l’:d EE Do pﬁm-uﬂmuwaw £10 _QDS cive copiTols on omedin
z=2Te ToGnme. Spmple zizes sxe olten smazll.
oy v st e ey R Tk i R o Prmen g ey wie oy o e s A7 gy ©

- o S ERLETL - T g L A e Vi T T i b - O

e from a spezific baten of plasms full
Eamver, tracing where oiher components may have

o | o
ame donati {“"”' the rad cell uua..;\,rmumr,.ots may ant e dome witn
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e

o R e SR o e S
;‘1{}“;, Brieil discussions were held over ithe maditer of R0 tesis, !'iu:::h raliance
would seem o need to be placed on “acorediting” the donor as per WHD gul del..neq, )
RS e TIPSt e e e T
through the machine is retained

102, It was noted that en initisl seline rinpe
for testing in case of subsequent patient reacticon.

4.6 103, Blood Bank/IseueMard relfripersiors

Stock retation of bloved for issue ip mainitaimed by physically moving blood wpwaris
on tie holding racks.
"Iﬂqv Be’buamf:d nlood h¥-1 Ee;ld and ph}mi&a_,.y meined e ome mtummg to stosk. A
Thie dees not provide too much of a guarantse that handling away Irom the Gentre>

' e T e T

{ hap been adegquate. e
N T airemendnnee eeereeeemn et T e e B e, e I
in the psar

/105. It is understood that new ward refrigerziors are o be providsd
future and these will be r*zmc}:&a daily by Cenmtre eiteff, (Would have been betier

o 1) .
<\:: have been doing this with exl S»J_ﬂg: msaun,afa;m*'y:e*rxgﬂratum.., e

i s g

———— e A,

105, Documentation in thie ared 2ppear aved s

AN ¥ i foy]

“iraceability” might be lost et Werd levsl

107, "Competitls” labels on ezch pack should
troviding they sre read and undersiood.

PR SO "

OF HLTH ITEMS DISCUSSED

TTIRTL LT
SUNMARTY

Tne sxizting lTanilltlis

N L e T - IR Sl o Y
e A,
e et oo opeeeoo -

o esta):liﬂ: produst sl
Prragraph 250,
R e e menoieament
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COHULISIONG

118, This must be congilderad as an lnlerim repors as so much will shor$ly change.
“‘r}“’f’nm“ Inspecticns willl be neaded.

s oo e
119, BExisting facilitises zmre q:Lifrs« inasdeguate and must rank smongst the worst \\
BROR alywhale.

120, There remains a @:acxi dapl of detall skich was not explersd due o lac‘k nf
time. Obhwiously tole ies %unsatisfaectory® for doth sides. It may be that tke
*Aiflsrences” seen would be betisr sramined by the sisefll themselves wiith the

Inspeotoxr mersly kept informed.
Lt beads DD R ATPEND
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