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1. INTRODUCTION

The organisation of the report adds considerably to the
difficulties of presenting this response. Some of the
Inspectors' comments are classiflied according to the
particular building inspected, while others are classified
according to functions. In addition, we found it difficult
in some cases to distinguish purely descriptive
observations from comments whicli the inspector felt
required a cdefinitive response., We have therefore
attempted in sections 3 - 6 to address briefly some
general topics which are referred to at more than one
point in the report. In Section 7 we have qiven our
responses to each of the Inspector's comments in the order
in which they appear in the report,

. SCOPE OF THE REPORT

The Edinburgh Centre may have caused particular problems
because of the large clinical blood banking element of our
work and the presence of the clinical Cell Separator Unit.
We were concerned that in looking at aspects such as
crossmatching and clinical adwministration of blood, there
‘was not time for sufficient consideration of the boundaries
between the "production” and tihe "clinical" aspects of

our work, and of the 1mpllcatlons of extending concepts of
GMP to the bedside. -

We have some difficulty with many of the Inspector's
comments in relation to cryoprecipitate as a clinical
product: To respond adequately would involve detailed
discussion of many aspects of Fector VIII therapy which are
not, we feel, relevant to the Inspector's proper concern
with the guality of our -production of a standard and widely
accepted blood product.

The SNBTS arrangements for Factor VIII distribution do not
e seem to us to be a topic for consideration in this report.

The Inspector's comments (23) on the clinical (in vivo)
validation of products were apgreciated. Wwe were concerned .
however that these suggestions imply that reyular quality
control should involve parameters such as red cell and
rplatelet survival, factor VIII recovery etc. It should be
reallsed that the blood transfusion service may have
difficulties in reqularly obtaining clinical data of this
type. We felt that the implicztions of this suygestion
reyuire further consideration.
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The Inspector also commented (22) on the pursuit of "ever
increasing" shelf lives for blood and blood products and
questioned the desirability of this trend. It is our
opinion that this coumment touches on a trend of development
which is being pursucd by most if not all modern
transfusion services, for very sound reasons of cost
effectiveness. We feel it is not appropriate to include a
response to thig point in the document prepared by the S E
Centre alone: A response on behalf of the SNBTS would, we
feel, be more appropriate,

3. ACCCHMODATION AND FACILITIES

The Inspector's report comments at various points on the
buildings and facilities of the S E Centre, and recognises
that major changes were to follow shortly after the
inspection.

In Summary, (i) moves completed to date

{a) Closure of the Archibald Place building

(b} Relocation in the new Royal Infirmary Phase
I of the donor withdrawal suite, hepatitis
testing laboratory, wash up and autoclaving
facility, stores, and many of the other
laboratories.

{(c) Temporary relocation in Livingstone House of blood
. components processing.
(ii) building ‘improvements no¥ being planned.
and costec :

{2) Enlargement and improvement of blood bank
compatibility testing and issue arees.

(b) Construction of a new area for pooling
clinical products.

{c) Construction of an improved environment for red
cell washing and filtration.

(iii) further moves planned

The Inspector has stated (point 3) that blood components

. Processing in Livingstone Housé must be considered an
~interim measure and must be transferred to Phase I

' Royal Infirmary "no later than June 85". He has also
stated (point 33) that "the area (in Phase I RIE)
presently being used as a temporary pharmacy should,
when vacated, be converted for the use of the Blood
Transfusion Centre into a processing and laboratory"
facility". . : T
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5. DOCUMENTATION

As mentioned in the National Medical Director's report,
already referred to in (4) above, we are certain that the
target of March 1933 for coupletion of full documentation
of all procedures is not attainable. Priorities have been
decided in the § E Centre for documentation of Standard
Operating Procedures. These are given in Section 7 in the
response to points 94 and 95.

¥any of the requirements of documentation to improve the
ebility to 'trace' products through the BTS system will be
met by introducing a comprehensive computer system.

Funding has been sought for the phased introduction of such
a system over the 3 years 1983/4 to 1985/7 and work in the
Centre on planning the system has been in progress for 2
years. ' :

G. TRAIMING : ‘ . .

The Inspector's report referred to the need for more
formal training of staff in the blood components
processing area.

. This need is acknowledged, as is the need for
= - . improvements in training of other staff including donor
teanm attendants: in the latter case, staff shortages
have made it dquite imzossible to provide time for
training. -

There is a clear commitment on the part of the senior
staff in the S E Centre to develop training programmes
using training manuals which will be based on the S0P's
for the relevant areas. It is envisaged that the
introduction of these programmes will be phased over
several vears with priority being given to the areas
mentioned above.
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74 RESPCHSES TO INDIVIDUAL COMMENTS AS PRESEVNTED IN THE
REPORYT. (The number in the left margin is the number of

the relevant paragraph in the Inspector's report)

ELOOD DONATION

1.11.a "RESPONSIBILITY AND CONSISTENCY CF DECISIOHN TAKEHN

1.12.b.

OVER WHICIH DONORS TO ACCEPT OR REJECT. .. HETHER
DONORS REALLY READ THE QUESTIOWHAIRE. JUST HOW
COMPREHENSIVE IS THE QUESTIONNAIRE?

e share the Inspector's concerns. The following
actions have been taken: (i) a new comprehensive
guicde to donor selection has been preparéd and is
in routine use by donor selection staff (Appendix
A). (ii) we have made a trial of a comprehensive
donor health questionnaire administered by donor
staff. This has been abandoned as we do not have
enough staff to operate it and its use caused
massive delays at donor sessions. (iil) we have
introduced as a routine for all donors a detailed
health check questionnaire which is self-
administered (Appendix B). Positive responses are
followed up by interviewing the donor before
donation. Donor compliance is good and this
system will continus. An evaluation ©f its
efficacy will be uncertaken 1E sufficient staff
become available to conduct the necessary follow-
up interviews of donors who have counpleted the
questionnaire. '

"THE LOCATION OF BLEEDING AND TYPE OF DONOR. FOR

EXAMPLE , WHETHER PRISONS AnD BORSTALS WERE REALLY
APPROPRIATE OK WECESSARY AS A SOURCE MATERIAL. THE
POSSIELE ADVAWNTAGE OF A "MCBILE DONOR CeExTRE"
{(CONSISTENCY OF ENVIROWHMENT AND INCREASED PROCUREMENT
CAPABILITY) WERE ALSO CONSIDERED"

(i) Prisons and Borstals. e do not visit these

regularly. Mo such sessions have been held for two

years, Thaese donors will only be used in an
emergency. ’
. (ii) Advantages of a "mobile donor centre". This

is the only solution to the problem of many of our
most unsatisfactory session locations. Funds have

been provided and the vehicle is under
construction.

“\




1.13.c. "PROBLEMS ASSOCIATED WITH BLOOD BACS. (BLUMNT NEEDLES,
PIN HOLES, FUNGALLY CONTAMINATED OUTERS, SPLITS IH
DONOR TUBE)" .

It is not possible with our present staff to carry
out detailed guality control of batches of packs
or detailed inspection of individual packs before
use ang it is our view that the responsibility
must rest with the pack manufacturer to supply a
correct product. We are however, taking some steps
to improve our control, (i) we now have relatively
acdequate store space making it possible toc order
larger stocks, to ensure that we have control over
which batches are issued at any time, and to
ensure proper stock rotation. (ii) consideration
is being given to introducing a system whereby
when a new batci of ‘packs  is brought into use a
sample is inspected and used by & senior inember of
medical or nursing staff before the packs are
released. (111} guidance will be given to all
donor staff (in the form of an SOP which will be
used for training) on the inspection required of
each pack before it is used (iv) consideration is
being given to improving the system of .
documentation, reporting, and follow up with the

y supplier of pack defects identified at various
points including withdrawal, components processing
and blood bank. {(v) a senior member of staff will
be designated to be responsible for receiving and
acting on all reports of pack defects.

14.(d) "THE PRACTICE OF PREFILLING SYRINGES FROM &
VIAL"

No alternative is available. The Regional
Director has actively pursued with several
suppliers and the PFC the possibility of obtaining
prefilled syringes: No suppliers have offered to
procduce these.

15. (e) "NON USE OF AUTOMATIC CUT OFF BALANCES DURIJG DONATION™

.

{i) Our discussions with Centres using autounatic
. cut-offs suaggest that accuracy and reliability
are a problem, especially if floors are uneven.
The present system has the advantage that donor
staff must watch the balance {(and so be close to
the donor) during the donation. Our QA data on
~pack weights do not indicate that the present
system 1s causing major problems. (ii) %e know of
no cvidence that pack agitators lead to a better
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product. A study proposal to investigate this is
being developed jointly by staff in S.E. and W
Centres (Drs Gabra, Smith and Prowse}. This
study will also investigate the influence of
donation time on quality of the product (see 15f).

15. (£} "LACK OF DUFINITION CF A SLOW “LxL’"

(i) We have defined a slow bleed as one which
takes more than 1# minutes to take the standard
volume. (ii) Donor staff will be instructed to
adhere to an S0P which requires that venesection
is terminated if donation is not co“pleted within
19 minutes.

{g) "THE SURPRISING PRACTICE OF RETAINING BLOOD AT AMBIENT
TEAPERATURE FOR UP TO 18 HOURS”®

With the commissioning of the Livingstone tiouse
facility this practice has been terminated.
Donations with the exception of those destined for:
platelet production are transferred to 4 C storage
at point of collection within 39 minutes and
stored prior to processing at 4 C (excepting
transit to and from vehicles). These requirements
are being incorporated in the relevant S0pP's. The
only situation in which we cannot yet achieve this
standard is when blood must be transuorted from a
session in suall vehicles (Ford Estate cars) which
have no refrigeraticon., %e are investicating the
availability of cooled containers designed for the
American Red Cross Transfusion Serv1ce which may
prove suitable,

18.(h) "THE HNON USE OF SEGMENTS ON THE DONOR TUBE FOR
CROSSMATCHING PRUPOSES™

The use of donor line segments will be introduced
by April 1983.

19. (i) "THE VOLUME OF BLOOD TAKEN. THIS IS PRESENTLY 428¢LS BUT
- MAY BE INCREASED TO 450MLS."

The pack in current use is difficult to centrifuge

, containing a 450ml donation. Donation size will
eventually be increased to 450ml when 2 new pack
design is introduced, and/or modified centrifuge
-cups are obtained, and suitable balances for pack
weighing during donation are obtained.
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2. (3} "THE RATIO OF 3 DONORS TO 1 DONOR ATTENDANT WAS HIGHER
THAN SEEN ELSEWHERE. THIS HAS SAFETY AND TRAINING
IMPLICATIONS AND SHOULD BE REDUCEDY

We accept this and have been aware of it for some
time., A bid was made in 1982 for a further 6
donor attendants and 1 nursing sister. This
funding has not been received but we understand it
will be given high priority during 1983-84. Since
the inspections a new consultant has been
appointed in charge of the blood donor service,
and she is reviewing staffing levels requested for
adequate donor care, It is anticipated that a
further increase will be necessary. This need has
been identified in financial forecasts for 1984~
5. In the short term urgent steps are being taken
to find temporary additional finance from within
y the Centre's existing resources to provide for
extra staff, Training programmes have been
designed but there is no possibility of
implementing these until more staff are available,

21. (k) “THE USE OF A HAEMOGLOBINOMETER RATHER THAN THE COPPER
SULPHATE TEST"

We are now using an OSM2 haemoglobinometer
routinely in the donor centre to check all donors
who fail the copper sulphate test, This has
reduced the donor deferments for low haemoglobin
from 5% to below 1%. Two. further
haemoglobinometers have been purchased and will be )
used in extended trials of their robustness, . v
reliability and staff acceptability to staff on

mobile sessions, )

MISCELLANEQUS COMMENTS

22 *THE PURSUIT OF 'EVER INCREASING' SHELF LIVES OF VARIOUS
PRODUCTS WAS BRIEFLY DISCUSSED. WHILST THE NEED FOR
THIS CAN BE EXPLAINED THE DESIRABILITY OF SUCH A
POLICY WAS QUESTIONED®

e« &

See section 2,
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‘23 YDIGCUSICONS WERE ALSO HELD ON THE CONCEPT O CLINICAL
VALIDATION OF PROCESSED MATERIAL. IMN-S0ME RESPECTS
THERE WOULD APPEAR TO BE ROCM IFOR THE GENERATION OF
MORE DATAY .

See Section 2

24 "2UT OF HCURS SUPERVISION COULD WELL BE MISSING IR
~ THE PROCESSING AREA. THIS SHOULD BE RECTIFIED WITIOUT
RDELAY."

From January 17, 1983 onwards we will provide for
one trained MLSO to be resjponsible for owt of
hours supervision of laboratory assistants in the
processing area. This MLS0O will be present at
all times during components processing.

"EDINBURGH IS A CENTRE WHICH APPEARS TO DO A NUMBER OF
ACTIVITIES DIFFERENTLY FROM ELSEWHERE....." .

We haeve difficulty in responding to the general
cowmment but accept that where we -are using

practices which differ importantly from a

universally accepted normal practice, the onus is

on us to demonstrate validation of our practice.

The specific points raised as examples were.

(i) "STORAGE OF WASHED RED CELLS FOR FIVE DAYS"

{this refers to recovered frozen red cells). The
safety of this practice has been validated over

many years by biochemical and bacteriological

testing of all outdaterd units. The dite,

which show good rec cell preservation and an
exceedingly low rate of contamination, are given

in appgendix (c) . {(ii) "THE TImE LAG BEFORLC BLOCD

IS COCLED". %We have now adopted conventional

practice as our facilities now allow us to do

this. (iii) "DIFFERENCE IN CENTRIFUGE PRACTICE."

We take it the reference is to centrifugation

times and g- forces., With the purchase of new
equipment our centrifugation protocols are now
similar to those used by other centres. (iv)

"REPEAT CHECKES I¥ GROUPING USING THEZ SAME REAGENTS
AND EQUIPHENT." This practice has been modified.

See reponse section 85ii. (v) "PIGTAIL PACKS."

See response section. 61,62 (vi) "LACK OF

AGITATION AMND TEMPERATURE CONTROL OF PLATLLETS.™ In
preparation for the introduction of new plastic packs
for prolonged platelet storage, rotators for platelet
storage are now in routine use for all donations.
Storage tenmperatures are monltored. Facilities for
temperature controlled storase are gprovicded for in
planning of the new blood bank. Controlled temperature
storage facilities are being installed in the
components processing area to hold platelets (without

- 10 -
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agitation) prior to transfer to thne blood bank.
Controlled (22C) storage of blood before platelet
separation is not required as blood for platelet
production is centrifuged within a very short period of
receipt in the components processing area.

PHASE I RIE

34 - "THE LACK OF SECURITY OF THE CENTRE 'OUT OF HOURS'. IT
IS UKDERSTOOD THAT THE MAIN EMTRANCE MUST REMAIN
i UNLOCKED — A MOST UMSATISFACTORY SITUATION FROM THE
E SECURITY VIEWPOINT. PRIORITY MUST BE GIVEH TO
e "RESOLVING THIS ITEM" '

A computer controlled caré access system has been
purchased and will be operational in Phase 1 RIE
in January 1983. This restricts access te holders
of personalised identity cards. The. system will
operate in all 3 sites as soon as the suppliers
overcome their problems in meeting the agreed
performance specification for the systen.

35 "SOME UNSUITABLE FURNISHINGS HAVE BEEN PROVIDED IN A

_ FEW AREAS AND IT IS HOPED THESE WILL NOT DELAY THE USE
Eo -OF THE DEPARTMENT" = - -

Jrse -

te do not understand this comment.

36 - TTHE #HZPATITIS LABORATORY HAS BEEN DESICNED AS A 3-
ROOMED SUITE BUT ACCESS TO THE CORRIDOR IS
POSSIBLE EFROM THEZ ROOM COMTAINING THE
MICROBICLCCICAL SAFETY CABBINET"

We accept this basic design fault in the building.
A minor works proposal will be submitted to modify
the access as shown on the sketch plan, (appendix
D). This will allow access to all 3 hepatitis
laboratories to be segregated from the wain
corvidor; Access to this area will be restricted
to designated staff.

- 11 -
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ﬁ37 YTHE MICRCBIOLOGY LALORATORY (DESICGNATED) IS 0T
SATISFACTORILY EQUIPPED" :

We have established a new microbiology laboratory
which is equipped for the present level of
bacteriological testing.

38 "IT IS STRONGLY RECOMMENDED THAT THE ARIA PRESENTLY
RZING USED AS A TEMPORARY PHARMACY SHOULD, WHEIN
VACATED, BE CONVERTED FOR THE USE OF THE BLOOD
TRANSFUSION CENTRE INTO A PROCESSING AND LABORATORY -
CPACILITY. THIS WOULD ALLOW THE MAIN FUNCTIQNS OF ThE
CENTRE TO BE HOUSED TOGETHER ON ONHE FLOOR." .

See response section 3

| ]

",
i
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LIVINGSTOMNE UOJSE CLEAN ROOM

41 “THE DESIGN OF TiE DRAIN (NO AIR BREAX - WHICH SHCULD
BE OUTSIDE THe CLEAY ROOM). WIKDOWS INSTALLED WITH
LEDGCES AND RUBBER SGASKET (ATIRACTS puUsT) "™

The responsible officer of the Building Division
{Mr J. Stewart, Clerk of Works) does not accept

- the Inspector's criticism. The Builcdiny Division
has been asked by the Regional Director to respond
in writing to the point raised by the Inspector.

M INGSTORE HOUSE - CENTRIFUGE ROOM

."THE ARRANGEMENT FOR EXTRACTION IIERE USING LARGE AND
CUMBEREOME HOODS IS NOT THE MOST APPROPRIATE. IN
PRACTICE LOCALISED POINT EXTRACTION IS USUALLY MORE
EFFECTIVE"

We are of the opinion that the heat extraction
system installed is appropriate for the heat
outputs (3kw per centrifuge).

43 “IT MAY BE NECESSARY TO PROVIDE ADDITIOMFL COOLING
CAPACITY IN THESE TWO A“ff”"

We haeve no evidence that additional cooling is
needed, Temperature records in the centrifuge
room are satisfactory.

44 “"IT IS ALSO RECOMMENDED THAT T ICROUGCH SMOKXE TESTS ARE
CARRIED CUT UNDER VARYING WORKING COMDITIONS TO
ESTABLISH THAT THE COMTRITUCE EXTEACTS DC 40T CAUSE AN
INFLUX Of UWFILTERED AIR INTO Triz CLEAN ROOM ITSELF (EG
BY WAY OF THE HATCH)"

The recommendation is accepted to carry out swmoke
tests to investigate this potential problem, and
arrangements have been made with CSA Building
Division to do this. Nevertheless, our
discussions with the Building Division's Officers
indicate that the risk referred teo must be remotc,

We take it that the main concern is that
unfiltered air could be present in the downflow of
the laminar airflow cabinets. For this to happen
four faults would have to occur simultaneously.,

- 13 -
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(i) 7The air pressure in the large centrifuge roon
would have to be greater than that in the Guarded
Systems Separation Arca (8.S.S.R.).

(ii} Both hatches from the centrifuge room to
the G.S.5.A. would have to be open at once.

(iii) The positive pressure filtered air system
feeding the G.5.S5.A. would have to fail.

{iv) The vertical downward flow of sterile air in
the LAFCs would have to cease.

Faults (iii) and (iv) couléd happen in the event of
a major power interruption but in the event of
this occurring there is a firm instruction in the
Standard Operating Procedure for the Operation of
the G.S.S.A. that all processing will be abandoned
until the power supply is fully restored.

"OLD" RIE SITES -~ CROSSMATCHING, ISSUE AND POOLING FACILITIES

47, “THE EXISTING CROSSHATCH LABORATORY IS DANGEROUSLY
OVERCROWDED HANDLING ABOUT 6,000 UMITS A MONTH IN A
VERY SMALL FACILITY"

48, "THE EXISTING ISSUE FACILITY IS MOST UNSATISFACTORY -
S -IT IS OVERCROWDID AMD BLCID »AY BZ LEFT FER UP TO AN
HOUR AT AMBIENT TEMPEIRATUREY

These criticisns are accested in full. The
attached sketch plan , appendix (E), shows the
proposed enlargement of the Crossmatching Lab and
issue room. Each crossmatching work station will
have its own 4 C storaye. These works are at
present (December 1982) being costed by the CSA
Building Division.

49 "THE EXISTING POOQLING FACILITY IS MOST UNSATISFACTORY
THERE ARE TOO MANY CTUER ACTIVITIES NEARBY AS WELL AS
DPRAUGHTS FROM OPENING WINDCWS, EVEN THE PROPOSED
UPGRADING WILL NOT CONVERT THIS INTO A CLE“N ROOM
ENVIRONMENT"

’

We acknowledye the inadequacies of the present
pooling facility and have given serious
consideration to the construction of a small clean
room for pooling blood products (platelets and
cryoprecipitate) immediately before issue from the

- 14 -




SGH.003.5072

blood bank. We conclude that this.is feasible.
However, it must be noted that there are problems
inherent in the operation of a clean room facility
during out of hours periods in a bhusy blood bank
which is manned for long periods by a single MLSO
who must be instantly available to deal with
emergencies.

If it was necessary to change conpletely, gown and
glove to enter the clean room to pool platelets,
the service could only be provided by having a
second nember of staff available during all out of
hours periods. We consider that with the present
commitiment of our trained MLSO staff to various
out of hours rosters it will be impossible to
recruit staff for this new duty. In addition,
there are financial implications in funding an
additional person out of hours. W%e therefore
propose the following soluticn:

Platelet and cryoprecipitate pooling to be carried
out in a room within, but separated from, the
Issue Area. (Sce Appendix E - Sketch Plan). The
air suppy to this room will be supplied from the
outside using a positive pressure filtered air
system operating to the same specification as that
used in the clean room in Livingstone House. The
temperature of the air will be controlled at 22 C
+22 C by an incorporated air conditioning unit, to
provide conditions for storage of platelets.
Pooling will be carried ocut in a vertical lawminar
air flow hood. Personnel entry to the room will
be by sliding door. Before entering the positive
pressure ventilated room staff will remove their i
laboratory coats and pgut on disposable gown, hat ‘
and mask (the same procedure as adopted in clean
room, Livingstone !ouse),.

T TORAGE FACILITIES

51 "EXISTING STCRAGE FACILITIES WLFRE SEEN TO B= IMADEQUATE,
WITH GOCCS, EQUIPMENT AND RUBBISH CLUTTERING UP

CORRIDORS™

Major inroads to this problem have been made with
the availability of the new stores. Adejuate
storage, including expanded 4 C storage is
provided for in the plans for the “"old" Royal
Infirmary site.
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52 "INSUPFICIENT REFRIGERATOR SPACE WAS AVAILABLE 50 THAT
OWE REFRICEZRATOR DESICNATED FOR EXPIRED MATERIAL
CONTAINED "IN-DATE" FVIII AND FREEZE DRILED CRYCP-
RECIPIYATRE"

The storage of "in date" and expired material in a
single refrigerator has ceased,

BLOOD FROCESSING

54 "INTRY FOR STAFF AND MATERIALS IS VIA THE BACK DOOR
WHERE ONE IS CONFRONTED WITH AN APPALLING MESS OF
RUBEISH WHICH IS TOTALLY INADEQUATELY CONTROLLED AND
REMOVED. WHIST IT MAY BE VERY DIFFICULT TO CONTROL THE
COCKROACH AND RODERT INFESTATIOWN IN OLD BUILDINGS OF
THIS TYPE, THE UNACCEPTABLE HRALTH HAZARD POSED
ATTENTION BY THE HOSPITAL AUTHORITIES" ’

The site referred to has been vacated.

55 "THE OdLY CONCESSION TO CLEAN ROOM WORKING CONDITIOWNS
THAT HAS BELEN POSSIBLE IS TO SUPPLY HEPA FILTERED LAF
CABINETS. THESE HAVE BEEN LOCATED IN STANDARD
LABORATORIES OR WORSE, IN CORRICCORS. NO STALFEF CHANGING

T FACILITIOS ARE AVAILARLES OUTUN SURFACE 0OX oGS ALE NOT
SANITISED BEFORE ASEPTIC HANDLING"

Improved clean room conditions have been provided
in Livingstone liouse - These are the subject of
later comments and responses.

@@ We do not accept the comment that the failure

to sanitise the external surface of blood bags is
2 cdefect in our working practice. It is our
understanding that the introduction of a system to
sanitise blood packs in a large English RTC has
not resulted in any documented improvement in the
level of bacteriological contamination of
separated plasma and we feel that further evidence
is required before a case could be wmade for the
cost-effectiveness of this change.
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56 YNDER SUCH CONTITIONS THE SKILL OF STArY, A DISCIPLIMED
AND COMESCIEXTICUS APRPRCACI AND ALHEIREMCE TO GOOND HCUSHE
KEEPING PRACTICES AlE ALL CF IMPORTANCZE"

We accept that these comments are valid regardless
of working cnvironmnent.

57 PWITHOUT WISHING TO DETHACT Iy AMNY WAY FROM THE EFFORTS
OF STAFF SOME IMPROVEMENTS IN ASZPTIC MANIPULATION AND
THE HOUBSUKEEPING OF LAF CABINEYTS NEEDRS TO BO
CONCIDERED. EXAMPLES OF WORKING ON THE EDGE OF
CABINETS AND WITH UNGLOVED HANDS Iy A POSITION LIABLE
TO CONTAMINATE CONMECTORS WERE SEEN™

We agree that there is a need to ensure that staff
are trained to carry out manipulation aseptically,
and to maintain those operational standards in
practice. We disagree with the specific comment
about ungloved hands as it is our opinion that
gloves may become contaminated and are not "safer"
than ungloved hands, and that gloves interfere
significantly with manual dexterity to the
detriment of the safety of the procedures, Staff
are trained, and will continue to be trained, in
how to avoid contaminating the opened sterile
connectors. During early 1933, smoke tests on the
LAF will be carried out during simulated
operational procedures to highlight the parts of
5 all manoeuvres which zrz accounaniedrby risks of
contamination.

58 “THE WHOLE QUESTION OF TRAINING STAFF WOULD SEEM TO
NEEL SOME CONSIDERATION. BY .ADOFTING A FORFALISEDR
- APPROACH IMPROVEMENTS SHOULD OCCUR™

{i} A standard operating procedure for the
operation of the G.S5.5.A. is now in use.

(ii) At present no formal training Is given but in=-
service instruction is provided and as staff are
under constant supervision assessment of their
competence and continued adherence to good
practice is continually taking place. The gradual
production of Standard Operating Procedures will
eventually build up to the detailed list of
practices. Consideration is being given to
providing regular periods in which formal training
can be given on an uninterrupted basis to all the
appropriate staff.

- 17 -
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59 "IN TERMS OF SPEED OF PROCESSING IT IS UNDERSTOOD THAT
DONATIONS TAKEN BY THE MOBILE TEAMS ARE NORMALLY
PROCESSED THE SAME DAY (EXCEPT EVENING SESSIONS) .

BLOOD TAKEN IN THE CENTRE IS PRCOCESSED UP TO 7.00 P.M.,
THOUGH IT IS UNDERSTOOD THE CENTRE WOULD LIKE TO
CONTINUE PROCESSING UP TO 11.08 P.M. THIS MUST,
HOWEVER, BE DONE WITH ADEQUATE QUALIFIED SUPERVISION"

"same day" processing now covers the majority of
sessions and with new working arrangements
starting in January 17, 1983, there will be a
further increase in the proportion of donations
processed on day of collection.

PIGTATIL PACK

61, “THE DEFINED USAGES FOR THE PIGTAIL PACKS ARE FOR THE
PREPARATICN OF PRECIPITATE BY THAW SYPHONING OR FOR
PLASMA POOLING®

62. “THE INCREASE OF THIS PACK MAY DECLINE SHOULD THE
MULTIPLE PACK WITH SAG OR SAGM INCREASE®

It is hoped to obtain funds to conduct a large
scale trial of optimal additive packs which would
remove the need for pigtails to be used in fresh
plasma pooling. Development of the "tear bag"
system may also remove the need for pigtails for
this purpose. We consider however, that the
present use of the pigtail connection system for
fresh plasma pooling is a safe procedure which
does not require to be altered om the grounds of
microbiological safety. Data on the bacterial
contamination of products prepared in the pigtail
system are given in appendix F teo support this
statement. .

Pigtail connections are also used for pooling of LU
outdated plasma and also for pooling platelets and
cryoprecipitate prior to issue from the blood
bank. In the latter context we have made
proposals (49) for improving the working
environment. We would require further discussions
i with the Inspector to determine the standards to
be attained for the pooling of ouwtdated plasmas
using pigtails.
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CRYOPRECIPLITATE PRODUCTION

G4 “THERE IS A REDUCED RISK OF CONTRACTING HEPATITIS FROM
A SMALL POOL DONCR SOURCE. IT IS ARGUED BY OTHERS THAT
THE RISK OF CONTRACTING HEPATITIS IS5 SUBSTANTIALLY
INCREASED WHEN A POOL EXCEEDS 1g"

No comment. See Response Section 2 '

65 . TEDINBURGH USE AN INITIAL POOL OF 3 BUT THIS IS LATER
POOLED WITH 4 OTHER POOLS (MAKING A TOTAL OF 12 DONORS
INVOLVED) "

In fact four or more pools may be issued at any
one time to a particular patient. Hence, one
treatment episode could involve a patient being
exposed to 3, 6, 9, 12 or even more donors, We
feel, however, that the inspector has missed the
main point of the "donation-exposure" aspect of
this system of providing cryoprecipitate. 1In
fact, the factor VIII and fibrinogen yields are
higher than with conventional cryoprecipitate so
that for an equivalent dose of factor VIII (or
fibrinecgen) the patient is exposed to even less
donors than would be the case with cryoprecipitate
prepared conventionally. See also response to
74.

66 “THE INSPECTOR WOULD PREFER THE CENTRE TO INVESTIGATE
THE POSSIBILITY OF USING ACCREDITED DONORS IN AN
ATTEMPT TO REDUCE THIS RISK"

Because the triple pool is selected from donations

of known group - ie from established donors -

there is already an element of accreditation in ;

the procedure. However, it is felt that the

logistics of providing a panel of "fully

accredited" donors for cryoprecipitate are not r

likely to make the procedure cost-effective., Nor
. are we clear how an “accredited" donor should be
defined in terms of the risk of transmitting
hepatitis, since all current evidence suggests
that the great majority of cases of post
transfusion hepatitis are clinically occult and
can only be found by regular checking of the
recipients liver function tests over long periods,
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67 TCRYOPRECIPITAYTE PRODUCES A HIGHER YIELD OF PFVILII PFROM
A GIVEN UNIT OF PLASMA COMPARED TO FREEZE DRIED
INTERMEDIATE FVIII. IT IS ONLY BY PRODUCING 10.000
PACKS OF CRYOPRECIPITATE PER ANNUM THAT THE CENTRE CAN
MEET ITS NEEDS"

It is true that, at the moment, self-sufficiency
for factor VIII in the S E Scotland Region is
dependent on the high-ylelding cryoprecipitate
production, However, developments are in hand
which will increase the supply of high quality
fresh plasma to PFC for factor VIII productions
dependence in cryoprecipitate may be reduced in
future,

68 “THE GAP BETWEEN NEEDS AND QUANTITIES OF FVIII
AVAILABLE FROM THE PFC COULD BE SUBSTANTIALLY NARROWED
IF A NATIONAL POLICY OF DISTRIBUTION WERE ADOPTED.
THAT IS SUPPLY SHOULD GO TO THE CENTRES WITH THE
GREATEST NEED® '

@% : _ No comment

- 69 A SMALL QUANTITIY OF CRYOPRECIPITATE MIGHT STILL BE
REQUIRED FOR ITS FIBRINOGEN CONTENT OR FOR THE
TREATMENT OF VON WILLEBRAND'S DISEASE,

No comment

71 "THE CRYOPRECIPITATE IS PRODUCED FROM A TRIPLE POOL OF
PLASMA FLASH FROZEN TO -3¢ TO -40 C. SIXTEEN SUCH POOLS
ARE THAWED AT 2-3 C. THE CRYOPRECIPITATE DEPLETED ‘
PLASMA IS SYPHONED OFF AND THE CRYOPRECIPITATE IS
~ FROZEN AND STORED FOR UP TO 6 MONTHS. (CONSISTS OF 4 BY
@ 3 DOWORS)"™ :

The phrase in parenthesis is erroneous (see

response to 65). The inspector appears to be . 8
under a misapprehension. Three denations are

contained within each pack of frozen

cryoprecipitate - not twelve, The volume of each

pack is about 11¢ mls. ' '
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72 "PHE TRIPLE POOLS OF CRYOPRECIPITATE ARE O ONE ABO
GROUP (NORMALLY '0O' OR 'A'")}). PATIENTS REQUIRING MORE
THAN ONE TRIPLE POOL MAY BE GIVEN A MIXED POOL OF GROUP
*O' AND GROUP 'A' TO REDUCE THE AMOUNT OF 'ANTI A!
PRESENT (ABSORBED BY °*SOLUBLE A SUBSTANCE')}"

No comment

73 " "INCREASED 'SIDE EFFECTS' ARE A CONSEQUENCE OF THE USE
OF CRYOPRECIPITATE BUT AS USED IT DOES NOT APPEAR TO BE
AMENABLE TO PURIFICATION"

No comment

"CONNECTION TO BAGS FOR POOLING AND THAW-SYPHONING ARE
CARRIED OUT UNDER LAF PROTECTION. WHETHER BETTER
FACILITIES ARE NEEDED WAS NOT RESOLVED - POOLED PRODUCT
CAN BE STORED FOR UP TO SIX MONTHS, ALBEIT UNDER FROZEN
CONDITIONS, S0 A CASE COULD BE MADE FOR CLEAN. ROOM
PACILITY" ,

We agree that there is a case for the clean room
facility to be made available for the connecticn
procedures in thaw-siphon cryoprecipitate
production. 1Investigations are planned to assess
the feasibility of using the clean room for this.

We will also be investigating the effects of
preparing the initial pool of plasma to be
cryoprecipitated from two donors, rather than
three, the donations to be collected in an
Yoptimal additive system”™ with maximal plasma
separation (300 mls) from each. As an extension
of this, we will also be investigating the
efficacy of the thaw-siphon process on the 388 mls
of plasma from a single donation using a totally
closed pack system, This is likely to result in
about 50 mls of residual cryoprecipitate. These
points are also relevant to paragraph 65.

- 21 -




SGH.003.5079

"ALIQUOT SAMPLING MIGHT BE MORE REPRESENTATIVE THAN THE
EXISTING SACRIFICE OF A SINGLE UNIT FOR TESTING
PURPOSES™

1t is our belief that aliquots which are frozen
and thawed separately from the main bulk of
cryoprecipitate are likely to give a less
representative indication of the active contents
of the whole pack than if the whole pack is
thawed. Were aliquots to be collected from fully
solublised cryoprecipitate prior to final
freezing, we believe that this would cause a loss
of activity. Hence, even though the current
procedure involves the sacrifice of that pack, we
believe that the standard of QA is thereby
enhanced,

g7 CELL WASHING

4 ®THE MACHINE USED, AN IBM 2991, IS INAPPROPRIATELY
LOCATED IN A CORRIDOR., BAGS ARE CONNECTED TO THE
MACHINE WITHOUT THE PROTECTION OF HEPA FILTERED AIR"

Funds have been obtained for the purchase of a
laminar flow canopy to protect the connections
made in operating the IBM 2991 cell washer. This
facility will be incorporated in the modifications
to the "old" Royal Infirmary site, and should be
operational early.in 1983,

TI"IEN CELL STORAGE

= "RED CELLS IN THE CRYOPROTECTED STATE AND STORED IN THE T
VAPOUR PHASE OF LIQUID NITROGEN ARE GIVEN AN INDEFINITE

SHELF-LIFE EVEN THOUGH TEMPERATURES ARE INADEQUATELY
MONITORED®

We are investigating the availability of suitable
temperature monitors but would note that there is an
automatic and fully alarmed system to maintain the
level of liquid nitrogen in the containers, and that
the constant evaporation should maintain constant
temperatures,
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79 NO MICROBIAL DATA HAS BEEN GENERATED ON THIS PRODUCT.
THIS WOULD SEEM WORTHWHILE AS NEONATES ARE PARTICULARLY
YAT RISK®," '

We have introduced regular bacteriological QA
on 4 samples of this preduct per week,
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POOLING OF EXPIRED PLAGSMA

B8O "POOLING IS CARRIED OUT IN AN LAF CABINET BUT THE
ENVIRONMENT IS UNSATISFACTORY

This function has been transferred to
Livingstone House,

QUALITY ASSURANCE

81 YPHERE IS NO CENTRALISED QA FUNCTION AND SO FAR A
DISTINCTION HAS NOT BEEN MADE BETWEEN A NOMINATED
PERSON RESPONSIBLE FOR PRODUCTION AND ONE FOR QC©

as from March 1lst 1983 a Chief MLSO with
appropriate experience will be the person
nominated to take responsibility for the
coordination of quality assurance, The
development of appropriate standard procedures for
documentation, checking and reporting of QA data,
and documentation of actions teken in response to
QA reports, will be undertaken by this person
working with appropriate senior members of staff,

83 _"A QC PROCEDURES MANUAL IS AVAILABLE AND A SUMMARY OF
THE 'TEST SUMMARY SHEET' WAS REQUESTED"

“Test Summary Sheet® was provided: copy at
appendix G . )
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DONOR GROUPING

Coa TE U oY PRty .
84, “MACHINE GROUPING IS CARRIED OUT ON A TECHNICON MACHINE
BUT THIS HAS BEEN UNRELIABLE AND REQUIRES CONSTANT
OPERATOR SUPERVISION®

85. YINVESTMENT IN MODERN EQUIPMENT LINKED TO A COMPUTER
WHICH COULD 'SCAN' AND °*COMPREHEND' LABELS MUST BE A
PRIORITY. THE SCOTTISH TRANSFUSION SERVICE AS A WHOLE
IS STILL IN THE PROCESS OF EVALUATING THEIR

_ REQUIREMENTS"

Funding was requested for a new auvtomated grouping
machine for 1982~83. This has not been funded
but the request is continued for 1983-84. The SE
Centre has prepared a detailed operational
requirement for this equipment, received proposals
from suppliers, and reached a decision on the
instrument required.

Funding for a comprehensive integrated computing
system has been sought for the financial year 1983~
84, This matter is still under consideration by.
the Common Services Agency.

86 ®"T0 PROCEED TO AN EVEN MORE AUTOMATED SYSTEM WOULD STILL
REQUIRE STAFF IN THIS SECTION TO BE ABLE TO 'FALL BACK'
TO LESS SOPHISTICATED TECHNIQUES SHOULD IT BE
NECESSARY. IT IS Sﬂ@5N9I1§E5§LER$ﬂAT HEAVY RELIANCE IS
ALREADY PLACED ON THE fEGHNIEON MACHINE. REPEAT
GROUPINGS ARE MERELY SENT THROUGH THE EQUIPMENT A
SECOND TIME USING THE SAME REAGENTS AND PAPER. IN OTHER
FIELDS THIS WOULD NOT BE CONSIDERED GOOD OR SAFE
PRACTICE THOUGH IT IS TRUE IN THE CASE OF GROUPING ONE
HAS A 'LONG STOP' IN THE SHAPE OF THE CROSSMATCHING
LABORATORY. (IN A REAL EMERGENCY CROSSMATCHING MIGHT BE
BY-PASSED AND THE 'LONG-STOP' NO LONGER EXISTS)"

(i) it is accepted that full back-up procedures

are mandatory and the development of these, with
ongoing arrangements for staff training etc. would

be an integral part of the introduction of new

grouping equipment. PO Y

(ii) the practice of repeat grouping with the same
reagents has been abandoned, All new donors are
regrouped with different reagents. Any grouping
discrepancies are investigated by manual testing,

{(iii) Blood is not issued without a confirmation
of ABO group even in real emergencies. A small
stock of manually re-checked group O is maintained
for "instant® release,
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SYPHILLIS THESTING

87 "THIS IS CARRIED OUT MANUALLY AND BY MACHINE. ANTIPATHY
WAS EXPRESSED TOWARDS THE TEST BY THE CENTRE STAFPF"

The cost-effectiveness of syphillis screening is
challenged by many transfusion specialists and the
practice of screening has been abandoned in at
least one major Centre of high reputation., it is
the view of the Regional Director that the
benefits of screening should be

formally revaluated by SNBTS. When a new grouping
machine s obtained, syphillis testing will be
automated.

HEPATITIS TESTING

90 “THE MAIN BIOHAZARD AREA ALTHOUGH SEGREGATED AND ENTERED
VIA A CHANGE ROOM MUST BE CONSIDERED AS UNSATISFACTORY.
IT HAS A VERY SLIGHT NEGATIVE PRESSURE AND HEPA
FILTERS DO NOT APPEAR TO HAVE REEN FITTED ON THE
EXHAUST DUCTING"

This laboratory has been wvacated. We do not
however, accept the implication that a negative
pressure ventilation room is needed for routine
blood donation hepatitis screening since the
materials handled are of low infectivity .
Negative pressure rooms are not, we understand,
used in many other transfusion centres, A
hepafilter will be fitted at point of air
extraction in the ventilation system of the
laboratory to be used for hepatitis testing in
Phase I RIE.

91 "THE AUTOCLAVE LOCATED HERE USED FOR INACTIVATING
"CONTAMINATED ITEMS STILL RUNS ON A PRESSURE GAUGE
{28LBS FOR 45 MINUTES) AND HAS NOT BEEN CHECKED OR
. REGULARLY MAINTAINED."

A replacement autoclave has been commissioned
in Phase I RIE
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MICROBIOLOGY

o

92 *A LEVEL OF MICROBIAL TESTING IS CARRIED OUT ON PRODUCT
AND A LIMITED ENVIRONMENTAL TESTING SCHEME IS INCLUDED.
THIS LATTER SYSTEM INCLUDES 'BIOTEST' CHECKS ON LAF
CABINETS BUT THESE CANNOT BE CHECKED FOR PARTICLES OF
FLOW (BY ANEMOMETER) NOR ARE SETTLE PLATES ROUTINELY
USED. “BIOTEST" RESULTS ARE HIGHLY VARIABLE®

{1} We intend to maintain the present level of
bacteriological testing products until there have
been further SNBTS discussions about the
appropriate levels of testing.

(ii) Environmental monitoring. From January 1983,
air sampling and settle-plate checks w111 be made
in the following areas:

(i) c¢lean room air in LH
(ii) «c¢lean room LFC's in LH
(iii) ecryo pooling LFC in LH -
(iv}) Dblood bank LFC
(v) cryobiclogy LFC

The frequency of sampling is as yet to be decided:
details will be incorporated in the relevant
SOP's, Results will be reported by Microbioclogy
Section to the QA Qfficer,

93 ¥TEST METHODS’APPLIED ARE NOT PHARMACOPOEIAL AND
POSITIVE CONTROLS ON MEDIA ARE NOT DONE. SAMPLE
SIZES ARE OFTEN SMALL®.

Sample sizes are small by pharmacopoeial standards

for pharmaceutical products, but there are

obvious reasons for minimising the sacrifice of

donated blood and its derivatives for (QC purposes,

We consider our sampling is not out of line with
practices in other transfusion centres, . 8

The bacteriological culture procedures in use are
at present being reviewed with the intention of
completing revised SOP's by mid 1983, which will
'‘be in' line with accepted practices in other
"Centres. The matter of medium controls is
particularly difficult in view of the range of
organisms which we would require to detect: it is
possible that this can be dealt with only by
obtaining suitably tested supplies of media from
an external source,
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DOCUMENTATION AND SCP'S

94, "A WORKING PARTY AT THE CENTRE IS REVIEWING THE NEED FOR
AND THE DETAILS TO BE INCLUDED. A USEFUL START HAS
BEEN MADE.” :

95. . "EXISTING DOCUMENTATION AND DATA GENERATION IS FAIRLY
SUBSTAWTIAL BUT IT IS NOT CLEAR WHETHER IT IS ALL

"USEABLE'"

Priority is being given to completion of
comprehensive S0P's for donor selection, care and
bleeding and for components processing, With our
present staff resources we feel the completion of
adequate S0P documents for all activities will

take several years and unless clerical or word
processing support is available this programme may
have to be curtailed. ’

We accept that present QA documentation is not
adequately accessible. It will be a priority of
the person nominated to be responsible for QA to
rationalise the presentation and distribution of
QA information,

96 "WHEN IT COMES TO IDENTIFYING DONORS FROM A SPECIFIC
BATCH OF PLASMA FULL TRACEABILITY IS MAINTAINED.
HOWEVER, TRACING WHERE OTHER COMPONENTS MAY HAVE
GONE FROM THE SAME DONATION (EG THE RED CELL
CONCENTRATE) MAY NOT BE DONE WITH ABSOLUTE
CERTAINTY" o ‘

We are not aware of the deficiencies referred to
in documentation to trace components prepared from
a donation, It is however accepted that the
system is slow and cumbersome and that information
tracing would be greatly improved by
computerisation., See also 106.187.

PLASMAPHERESIS

97 - "THE CENTRE HAS A SMALL (3 BED) MANUAL PHERESIS
PROGRAMME. GQING. ACCURATE IDENTIFICATION OF PATIENT
AND RED CELLS FOR RE-INFUSION IS AIDED BY A COLOUR BAND
AND SIGNATURE SYSTEM. THIS IS PROBABLY SAFE FOR ABOUT
7 OR 8 BEDS BUT CERTAINLY NO MORE."

‘We have no response to this observation
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CRLL SEPARATOR

ag, YTHIS CAN BE USED TO OBTAIN SINGLE DONOR COMPONENTS
FOR A NAMED PATIENT (AS WELL AS FOR PATIENT
TREATMENT}

Q9. ¥IT IS A COMPLEX PIECE OF EQUIPMENT WHICH REQUIRES

THAT THE CORRECT CONNECTIONS SHOULD BE MADE USING
ASEPTIC TECHNIQUE"

We feel there is a need for more discussion of the
Inspector®s role and objectives in this area

before a response can be made. We can respond to
point 144.

189 "A FEW COMMENTS WERE PASSED OVER THE ABSENCE OF A
: BY' DATE ON AUTOCLAVED EQUIPMENT AND SOME
CONFUSION WAS EXPERIENCED WITH THE USE OF

AUTOCLAVE TAPE AS A SUBSTITUTE FOR ADHESIVE TAPE.”

'USE

The need for autoclaving of reusable
components of the patient circuit will be removed
with the planned purchase of a new cell separator

in 1983. Aall elements of the patient circuit will
then be sterile disposables,

BLOOD BANK, ISSUE, WARD REFRIGERATION

164 "RETURNED BLOOD IS HELD AND PHYSICALLY EXAMINED BEFORE
RETURNING TO STOCK. THIS DOES NOT PROVIDE TOO MUCH
OF A GUARANTEE THAT HANDLING AWAY FROM THE CENTRE
HAS BEEN ADEQUATE"

195.

"IT IS UNDERSTOOD THAT NEW WARD REFRIGERATORS ARE
PROVIDED IN THE NEAR FUTURE AND THESE WILL BE
CHECKED DAILY BY CENTRE STAFF. (WOULD HAVE BEEN
BETTER TO HAVE BEEN DOING THIS WITH EXISTING
UNSATISFACTORY REFRIGERATORS®

TO BE

We accept that this is an area where control is
difficult.

It shodld be noted that unlike most RTC's, we
issue a high proportion of our blood,
crossmatched, to individual patients. It is
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normal and correct clinical practice to order
blood which is not, ultimately transfused and it
is often essential that this blood is available
close to the patient rather than held in the bloocd
bank. fThere is no possibility of reijecting all
blood which is returned untransfused, as wastage
‘would be unacceptable. - We have taken the
following steps to improve the situation,

(i) Research and educational programmes including
the introducticn of blood ordering schedules to
train clinicians to minimise the amount of
crossmatched blood withdrawn from the bleocod bank:
(see eg appendix H). (ii} Introduction, to
relevant parts of the RIE, of a policy of issuing
blood one unit at a time, for immediate
transfusion., (iii) Introduction of monitored blood
storage refrigerators to serve parts of the Royal
Infirmary where policy (ii) above is not
applicable, These have been in full operation
since September 1982. A new staff post has been
financed to carry out the surveillance of these
refrigerators.

186 "DOCUMENTATION IN THIS AREA APPEARED SUFFICIENT FOR
TRACING PURPOSES (THOUGH ‘TRACEABILITY® MIGHT BE
LOST AT WARD LEVEL)" ’

1867 " 'COMPATIBLE' LABELS ON EACH PACK SHOULD HELP ELIMINATE

TRANSFUSION ERRORS PROVIDING THFY ARE READ AND
UNDERSTOOD

These comments touch on points of

fundamental importance to safe transfusion, since
a high proportion of all serious transfusion
mishaps occur as a result of documentation and
identification errors occurrlng close to the point
of transfusion. .

{i) It is true that "traceability®™ of a unit of

blood may be lost at ward or theatre level. The Y
only safeguard is scrupulous attention to detail

by clinical staff to ensure that all transfusions

are fully documented and that all blood which is

not transfused is promptly returned to the blood

bank (the same applies to blood products).
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{i1i) There are important possibilities for the

use of computers and machine readable
identification systems to carry out pre-
transfusion checks and to 1log transfusions, but
implementation on anything other than a pilot
trial scale must be considered to be several years
distant, .

(iii) Compatibility labels on packs are one
important part of essential pre transfusion
checks, Alsc essential is the scrupulous checking
of the patlentq identity and the documentation
accompanylng the blood.

We have taken the following steps to improve
safety in this area,

(i) Introduction of new blood and product request
forms which elicit adequate identification
information on patients.

(il) Introduction, from September 1982 of a
continuing programme of inservice-training for all
Royal Infirmary nursing staff of staff nurse or
higher grade, which concentrates on informing
staff of the bioleogical basis of transfusion
hazards and the practical aspects of safe
transfusion (so far more than 268 nurses,
including all senior grades, have received small
group teaching).

{(iii) A programme is being planned to ewtend this
teaching during 1983 - 85 to staff of other
hospitals served by our blood bank.
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k

GUIDE £0 SELECTION OF BLOOD DONORS

General Principles :

Sebection of donors is based on the prevention of risk to
{a) the donor and
(b) the person who eventually receives the b}.ood-k

If it is possible the donation of blood might harm a donor then
he/she will be rejected either permanently or temporarily (usually
for a fixed period.)

Giving blood may be safe for the donor but‘the blood itself may
contain some factér harmful f:o‘the eventual patient. In this case
biood will not be té}cen umnless it can be 'spec:?;ally treated to remove the
riske | |

General Conditions ¢

There are general conditions necessary before a donor can be accepted

to donate a wnit (420 ml) of blood.

-

1. Age  Donors must be between 18 and 65 years. New first-time donors

et

may be acceptedn'uvp to and including age 60 if they are in good
health and have no evidence of cardiovascular disease.
New donors between 50 and 60 years of age should be seen by the

sister or doctor before donating.

2. Weight Donors weight {(for a 420 ml donation) should be 8 stone. {50 koms.)

or more for men and 7% stone (47 kgms.) or more for women
First time donors weighing less should be deferred.. -
Highly motivated female donors weighing between 7 stone {45 kgms.)
and 7% stone (47 kgms.) who have given before at the same weight
‘can be accepted.
NB. There is a significant risk of reaction in first time female
donors weighing 7% to 8 stone. A short pack "i.e. 40O ml or less”
may be t,—,kén from such donors for their first donation at the sisters

or doctors' discretion.

3./ | ' R
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MY

3. Hocmoglobin @ Hacmoplobin level wmust be equal to or e 11 AL
in males.and 12 gms/dl in females.
L. Frequency :
Males. No more than once in twelve weeks or more thnn four times
per yeare.
Females. No more than once every six months for young female donors

and most women of childbearing age. Healthy older women

with light regular menstrual periods may donate not more

than once in twelve weeks or more than three times per year.

5. Carrier state :
Hepatitis B surface antigen detection a‘t»émy time excludes

all donations except with the Director's approval .

6. Occupation :

There are two potential risks relating to a donor's occupation.
Pors . a delayed faint may be dé;_llgerous for ’both the donc: and those at ]
his/h,ér work. It is “xA'ecommended the following minimum time sheuld
elaps=a between donation and going on ;iutf or taking part in
certain more. risky hobbie‘s. | :

2) 12 hours for drivers of public transport vehicles

{including ambulances), heavy vehicles and operators ef
heavy machinery; fire brigade, train drivers, constrution

workers on high buildings, and hobbies such as climbim;

and motor racinge.

b) Seven days or according to employment rules. Air crex of

scheduled public transport flights, pilots private alrcraft,
parachutists. ‘ ‘
’N-B- The Forces usually have their own regulations.
2. Exposure to dangerous subst%mces which may be transmitted in
blood may occur due to the naturc of the donors work. This,

very rarely, could harmm the recipient, The CGenetic Manipulatiaa

I ! ’ Advi sory Council have therefore advised no persons weriany in
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N.B. Other Laboratory Workers handling potentially infective material
may donate if not wnder investigation or treatment for accidental
exposure to such material.

General Advice on Acceptability :

Medical problems which normally exclude a volunteer from
bgiving blood are usually those which

a) may be aggravated by donating or

b} might mean the actual procedure of denating could cause

hamm.

Some of these conditions arevoutlined in the alphabetical Guide.
I—n all cases _respénsibilii;,y for the accéptance or rejectian _(either
permanent or temporarv) lies with the Sister o'r Medicai Officer on
duty. Ccnsult.atioln ﬁth a Medical Practitioner who is familiar
with the donor is . adviseci if in doubt.

N.B. There are forms provided to obtain details from the Donor's G.P.

1. Permanent unfitness.’
Serious allergic d;';éorders.
Chronic and disabling illnesses.
Alwost all forms of car;cer.
A ?%story of two or more s‘eriou's reactions to donation
1 (if > 40) *
’ {*)see below Number 5.

N.B. See Alphabetical Guide for specific conditions.

2. Temporary unfitness ‘

.Applies to tempbrary sickness (e.g. colds) or to instances ﬁzere
the donor may develop an infection or :eactioﬁ in the near future.
S;.lrgical 6perations,depéndin§ on the. nature of thé procedure will
require donor deferral for three to six months wunless very trivial
e.g.(removal of sebaceous cyst or teeth extract;‘,ox;t).
Recent immunisation and certain drugs may require temporary

deferral (see alphabetical Guide).

In /
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In general if a donor has fully recovered from an illness,
meets all other criteria; is free of signs and symptoms of active
disease and is physically.able to tulerate donation, he or she may
be accepted at the Sister or Docto'r‘s discretion.

Venereal Disease

It is usually inadvisable to question donors on this point
active syphilis will be detectedv by the V.D.R.L test performed o
routinely on all donations.

Successfully treated venereal disease (except syphilis)
can be accepted. (see ialpha-.be\‘.ica_l Guige) .

Fractionation

Sometimes é donor although physically fit should oniy donate
forv a plasma collection which may be very useful.
é.g. plasma should only be used from donors '
who have had maiérial infection, prophyla.ﬁ.s
or recent exposure. (lSee appendix II). ihe
sar'nexa;;;plies to c;ases if ;eraloﬁy is doubtful‘.

Various infections and immunisations may result in antibodies of

particuizr value and a'hyperimmme’donation given {see alphabetical Guiec:).

Donor Z=actions

Donors who have fainted or had early signs of a vaso-vagal ztiack
(markad pallor and perspira‘tion) after donation may give blood again
if a careful watch is made for early signs of a similar nature.

Two consecutive faints

(1 -if » 4O years old) are cause for pennaneni deferval.

Contact with infectious diseasese.

"Contact" in this context means close household coutact. Donors
whose work involves crntact with patients with infectious diseuses may

be accepted unless under investigation or treatment as a reswdt of wuch

contqct -
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CONDITION

ACLoN
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NTLS TUR SIgiih O Bl

CHOLECiST;TIS

T chuh . -
&N/‘r &m< wﬂﬁ'wi/ A 'li{(w

CHOLERA IMMUNISATION

TJ u:.. ‘(: L-MO"'_‘.

coLes <y, - -
ZCQ b ©
COLD SORE .
: 1A v

COLITIS {Ulcerative) witto -
CONCUSSLON

"CONENBIOPSY -

CONTRACEPTIVE PILL o (o mochmad

CORONARY THROMBOSIS ) aetirmar vmod
CORTISONE (Tablets)

CORTISONE (intra-srticulsr injection)
wh Red Crove |

-~ N
IA\‘V...

CYSTITIS (Mild) 'ztw,t\ Podd Lroc?

CROHN'S DISEASE

bl Qaeks;

Acceptable after 48 hours if donor feels

Qell. Defer for 1 week if donor feels
unwell,

Defer for 2 to 4 weeks, depending nﬁ

severity.

Defer severe lesions until healed.

Acceptable if donor has small or healed -

lesions.

Permanently u,nfit.

lSée Head Injury.

See Cervical Cons Biopsy.
Acceptable,” e
Parmanently unfil,

See Steroids.

Defer for one week., Cheek reason for

injection.

Permanently unfit.

Acceptable after full recovery.
o

. v e

e if syﬁpto&-Free for at least

N.B. Accept if a domor has no evidence of ¢

" cold but uses a "slight sniffle" hoping to

avold donating.

Hyperimmune donation may be taken up to

3 months after the onset of the illness.
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~ . ~ =

P ol

P

DERMATITIS

o o

DE-SENSITISATION INJECTIONS FOR HAYFEVER

DIABETES (Severe) Jn {vaoch woll

DIABETES (Mild)

NA WA M Crs4g C«C(.L/’*' fruv ¥

Acel Lible after 1 pc:ibd; Check reason
for D & C.

Acceptable unless severe and requiring
treatment.,
requiring application of ointment may
be accepted provided the total area to
wvhich ointment is applied is small,

See Hayfever, )i
Permanently unfit,

See Doctor of Sister.

fva.,a—.M_A_ ow 4,%00,

DIARRHOEA e
: : lch e

L + A

DIGOXIN 1S4

DILATION AND CURRETAGE

DIPHTHERIA i Leel ComoS
DIPTHERIA IMMUNISATION -, .
2ol ue
DIURETICS
. LN
[I( L~
wA Ko\ (0S-

DIVERTICULOSIS

BT i
Defer for 1 to 4 weekéi depending on
severity, )

See Heart Pills,
See D & C.

Acceptable 3 months nfter recovery.

Acceptable after 48hrs Lf donor reela wells

Defer for 1 weeP if donor fells unwell.

Acceptable if takenlrbr'pre-menstrual
tension. Otherwise defer.
or Sister if in doubt.

" .

Acceptable.

Donors with mild dermatitis.

z; .
= ‘tablets or insulin.

Coneult Doctor

»

Acceptable if otheruwise fit and not on
Accuptable af on

diet alone.
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l e L T ] (RIS WY , T
e -
[CULITIS
Lo ! T
Lh o s -
USE ‘ Ceonsult Doctor or Sister, ‘ At least 6 montha should elapse after the
N - . use of parenteral drugs because of the risk
DL\ v nady o f (/),/L ! : of serum-hepatitis.
3
L:j . Donors under the influence of oral drugs
should not be accepled.
In both cases, bear in mind Uwe peosibillny
that the history given by Lhesc donors
regarding the abuse of druge may be
unreliable.
AL ULCER See Peptic Ulcer,
ERY {amoebic or bacillafy) Defer until 1 honth after fullrecovery
) .
{dun~ or until all tests are cleur,
ERY CONTACT "Sq . L . ' Acceptable if feeling well.
(E/EAR INFECTION ¢ ACUTE Defer for 4 weeks after reccovery.,
X . . i
{E/CAR INFECTION & CHRONIC Acceptable If not on trealment,
ERCING ) (D mah ot Acceptable after & months.
y See Darmatitis,
JALITIS wh é5¢1 Couee, Consult Sister or Doctor, : Check history of fits, Acceptable

6 months after full recovery.




CCONDITION

SGH.003.5102

ACTLON

EPSY 5.
T8z Neﬁ Donors
. History of being prone
to faints,
Donors ﬁho have given

before.

- if donor is over 40 years of age).

ROIDS - REMOVAL fd e
5
)
)
| IMMUNISATION )
D POISONING 5» .
A e

1D ALLERGY

oL

Y
V-

WU ko PUW olalia t |

Consult Sister or Doctor.

.

53(waMMdﬁi&

\e %WM;{{M DIW.,O

. v
Consult Doctor or Sister,

\

Perhanently unfit if have a history ') )

of 2 consecutive faints or severe
reactions to donation (1 réaction

Consult Doctor or Slster;

See Epilepsy.

See Influenza;

Defer until 1 month after recovery
or until all tests are clear,

Acceptable if not severe. See

Allergy.

4 .,‘

1087
Conndden .

B

Febrile convulsions before age 6 years can be
accepted. In general Epilepsy is a2 conditicn
which debars blood donation.
Rx for 5 or more years and free of fits for
that time could be accepted. A fit may be

dangerous and difficult to deal with during

(Donors of all

NET 3

a busy session and upsetting to other donors.
Therefore advised to defer indefinitely).

Acceptability depends on ease and frequency
of fainting, and if there is an underlying
cause which itself makes the donor unacceptable.

See under ‘'Operations'. Defer for at least

6 months,



RSN
INTEITIZNG oF Nans Telld

LADDER DISEASE

| AODER OPERATION
coFLUY Gelhn
C OPERATION

C ULCER

TIS = Acute
' - Chronie

JENTERITIS e
wir fod (%€

¥ MEASLES

JLAR FEVER v &‘U Cn.'79

ULAR FEVER CONTACT

See Cholecystectomy.

Defer for .2 to 4 weeks,

-Consult Sister or Doctor.’ ~ Each case must be assessed individually
Consult Sister or Doctor. ) by the Sister or Doctor. A donor with
-?cﬁLQN . chronic mild epigastric pain which is

 SGH.003.5103

R

SRk # e o g

Avwprbui b ¥ sunliog wites fomat By,

Aceaptablo,
Accept 1f not on tebleta.

See Cholecystitis,

Consult Doctor or Sister. See under ‘Operations’,

See Peptic Ulcer. i

relieved by regular or sporadic use of

) antacids, and who has been declared

e o othervise fit and well by his G.P, after
full investigation, may be accepted.

Defer for 1 ﬁcnth or hare, depending on

severity.
See Rubella;
Defer for i year after recovery.

Acceptahle;

Ansentable after treabtment,
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~LuNDITION ; . f\CTlUj’\J _ NOTES FOR SISTER OR DOCTOR
. - e Py
GOITRE ) See "Thy.oid"
JONORRHOEA St - ’ Defer until all hospital tests are clear.
I0UT ¢+ MILD To{,\/v-_— = Acceptable if not on treatment. -
4 SEVERE  \of fed @¢ Defer
IAEMATURIA . . ' Consult Sister or Doctor. . WA Red  May be acceptable after recovery
) %”" depending on underlying cause.
JAEMORRHOIDS -~ .Defer' if regular or severe ’gleedin is
9 ) g . g
reported, Otherwise acceptable.
IAY. FEVER . Acceptable if symptom-free and not on - Acceptable if taking no more than 1
' ‘) (,LYI\.P\J‘\ .y : ; N
b . . treatment. Otherwvise consult Doctor ?pf P Anti-histamine tabiet a day, if no
C Mj s or Sister, bta symptoms, Donors prone to severe eiiacks
g . . ‘ should be advised not Lo.give during the
' ‘ season vhen the polien count is Migh.
IAY FEVER 3 DE,—SENSITISA'TION INJECTIONS Defer for 1 week after course,
IEADACHES May be acceptaeble, If denor complains of .
reqular headaches only accept if he has
SalW'" . been investigated, Othervise accept if
the headache has gone and the donor
feels well., For Migraine see under
'Migratine'.
{EAD INJURIES : Minor /’cd Acceptable 3 months after Tecovery, Must be symptom-free with no fits.
W o

Crofs - Consult Sister or Doctor if in daubt,

IEAD INJURIES : Severe ‘ Permanently unfit. o
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. i
17 oTTIT Ton e Defer for 1 week.
RO
\RT ATTACK Permanently unfit,
PRT CONDITION ) o Consult Doctor or Sister. ) N.B. Defer and obtain more information
‘ ' ' from the donor's G.P. A single episcde
AF}QS of Rheumatic Fever or Pericarditis, a
- heart murmur, or repair of a congenital
defect do not nccessarily disqualify
a donor, but this decision must be made
in consultation with the donor's G.P.
and B.T.S5. Director.
ART OPERATION ' See Heart Condition. ;.
'ART PILLS Defer - may ‘be permanently unfit
) © depending on underlying condition.
‘PATITIS * Consult Doctor or Sistaf. . e Defer for one full year after recovery.
NETST Check if donor knows if he/she is a carrier
\ e for serum hepatitis, and if so, put off
" service, Othervise, at their firs
ﬁd o~ donation 1 year after their recovery
record "Hepatitis" on donor's name slip
©and inform Hepatitis Lab.
IPATITIS CONTACT . Defer for 6 months sfter close contact,

e.g; live together, using same towels,
crockery, ete.

£ PO AL L

EPATITIS IMMUNSATION ( globulin injection) Julen

o
[ fncnntable after 24 houra,
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S

MTITIS IMMUNISATION : .
LOWING EXPOSURE TO HEPATITIS (MATERIAL

Defer for 6 months. Also record on
donor's name slip and inform Hepatitis
~ Lab. so that antibody can be looked for.

NIA (HIATUS) OPERATION Consult Docter or Sister. See under 'Operations'.

NTA (INQUINAL) REPAIR Acceptable after 3 to é months if donor

feels fit and has had no complications.
pi '

PES SIMPLEX See Cold Sore.
ERTENSION ' See Blood Pressure.
ERTHYROIDISHM ' See 'Thyroid'. i
'0THYROIDISM , See 'Thyroid', )
. o .
iTERECTOMY S Consult Doctor or Sister. . - See under ‘'Operations'. Acceptable 6
‘ k months or more after recovery depending
) on diagnosis.

B ) ) v E

"LUENZA ey . ) . Defer for 4 to 6 weeks depending on
Zed
. bty . . .
severlty.
"LUENZA IMMUNISATION /\;/y,'_g Defer for 1 veek. My, AABR S j&:j’ ?/fl V
JURIES: MAJOR S Acceptable 6 months after full recovery. See Head injuries.
. :
: MINOR Wh @ed erece, Acceptable after 3 months,
: TRIVIAL Acceptable. Consult Doctor or Sister if
) in any doubt. '
7;,! - . . Defer for 1 year after dourse 1s finished

3N TABLETS

Shadaliv tenavte 0.R. TF falenn fa
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IRON INJECTIONS Yo -
JAUNDICE : ’
KIDNEY DISEASE

. -y

LARYNGITIS e

MALARIA = HISTORY OF MALARIA

MALARIA - RESIDENT IN MALARIAL AREA

VISITOR 7O MALARIAL AREA (up to 2 hunths)

self-medication and donor has no
symptoms, sccept if Hb is satisfactory.

Defer.
See Hepatitis.
Ses Nephritis,

Defer for up to 4 weeks depending on
31

. severity.

Acecept J years after full recovery and
stopping treatment for PLASMA only.

Consult Doctor or Sister.
N e
! /%Of/.f

Consult Sister or Doctor,

Vot

NeTT,

"";.»a.' l‘u,(\-»:.f‘ o wi/ AA R
Ples dr o»:»t\:j o MNETE

Provided no histery of Malaria within

last 3 years and donor has been in gocd
health after arrival in UK., accept
for PLASMA only.

Such a donor may give WHOLE BLOOD if
he satisfies all of the following
criterias-
{1) No suspect melarial infection when
abroad
(2) Donor has taeken anti-malarial tablets
for 4 weeks after return.
(3) Donor has been well for at least
12 weeks after return.
If in any doubt take For PLASMA only,
H.B. Refer to Appendix II for Endermic

Malarial Areas.

S



. voeow, y

IASTECTOMY

IASTOID OPERATION

v*.?ASLES S ham )
| Crve SuRie?
(W e 3, &
)

EASLES CONTACT

VEASLES IMMUNISATION : ACTIVE

: PASSIVE
( -globulin injection)

MENTERE'S DISEASE

v Led G945

SGH.003.5108

Aceeptablo,

Permanently unfit,

IARR

Consult Doctor or Sister.

Tl

Consult Doctor or Sister.

Defer for at’ least 2 wecks after donor
feels fit.

Acceptabls if donor has had messles,
Defer for 3 weeks after a clost contact
if donor has not had measles,

Defer for 2 weeks,

INEES
Consult Doctor or Sister.

Acceptable if symptom free and not on

treatment., v

talaris

a not contaglous. Take fop M0

BLIOD donation.

N.B. Tske donors wilh adequately Rx Basal
Cell Carcinoma and adequately Rx Cervical
Carcinoma in situ (see section on Cervical
Ca),

Removal of benign breast lump defer for
3 to 6 months following recovery. If there
is any doubt in diagnosis, d=fer znd obtain

more information from donor's G.P.
See under 'Cperations'.

Hyperimmune donabtion may be taken up to
3 months after the onset of the illness.
See hyperimmune donation form about
7plasmapheresis.
el

; P . f
? 9. Iy 0(67",\3,( i Gtk oS &OAM et
v

Hyperimmune donation may be taken up to

3 months after the vaccination.

Defer for a minimum of 2 weeks.
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A

'ING Y G Cut = %’C’L : 5 ; E N
LINGITIS ({1‘*“‘Km #ngn Podd oot See Doctor or Sister. . ? 3 to é months af?cr complete
. xﬁgyﬂi 6/1/ ', recovery if no history of fits,
RAINE ' ) ‘ Consult Doctor or Sister. ‘ Do nct accept for at least 48 hours
ig{“”; ' . after an attack, or if attacks are frequent,
gevere and require regular treatment.
CARRIAGE : UNDER 3mnths PREGNANT ] Acceptable after 3 months.] yp 4o Wi Red Crogs,
+ OVER 3mnths PREGNANT ] Acceptable after 9 months.% feels fit.
i
TIPLE SCLERQSIS Consult Sister or Docto;. 2) Permanently unfit. Howvever, & keen
gevubVﬂ/f //// regular donor, with only mild Multiple
p{1‘°:j Sclerosis, can be accepted as serum
' for reagents at the Doctor or Sister's
<iﬁ . diécrction. It should be explained
. bl to the donor that these donations are
gl just as valuable and cssential as for
"~ transfusion purposes.
4P5 Defer for at least 4 weeks after recovery. Hyperimmune donation may be taken up
D g“”t} Cb*ﬁtﬁﬁ' i to 3 months after onset of illness.
#PS CONTACT . Acceptable if donor has had Mumps. Other-
Qisa, defer for 3 weeks after a cloat '
contact.
MPS PASSIVE IMMUNISATION Consult Doctor or Sister. Defer for a minimum of 2 weeks.
( =~globulin injection) . M Qanid e 3wl ac Gl
' 20l
OrECTOMY . Sea Fibroids - removal.
PHRECTOMY ’ Consult Doctor or Sistq$. ) - Defer and obtain more infurmaticn from

the doner's G.P.
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AUTLUN

EILU LUL U

16T

[SPECIFIC URETHRITIS ok L

£ BLEEDS TR

RATIONS Y daﬂfﬁ'\;w

AN
] ﬂ’lﬁ@i/{ M 8y
v Canocda -

L’( -‘{L&r s :-v\;‘
g NATS

: MAJOR

+ MINOR

+ TRIVIAL .

)

§ for weﬁhrectomy;

Defer until cleared by hospital & G.P.

Accepfable if not a severe and regular.
problem, o

If a donor has had any recent major
surgery, the Doctor or Sister should
be consulted before they-are accepted,

Consult Sister or Doctor,

'

. [N
Acceptable 3 months after recovery,

- Acceptable after 72 hours or vhen healed.

" 8.g. Dental extraction without complications.

(1) the operation was for a malignant grout

limited renal diseass, e.g. single
attacks of glomerulonephritis, pyelitis, from
wvhich recovery hns been complete do not
necessarily dliogqunlify the donor but more
information must be obtalned, DBonors with

chronic renal disease are permenently unfit,

Acceptable 6 months or more after recovery.

e.g. Hysterectomy, Prostatectemy,

Cholecystectomy, or 'minor' operations
without complications such as

transfusion, peritonitis, etc.

e.g. Appendicectomy without complications.

N.B. It is the responsibility of the Doctor’
or Sister to decide the severity of a .
operation and to obtain further detai
from donor's G.P, (using relevant for
if in any doubt, Denors should not b

accepted after surgery if:
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CoNDIVLION AETION
F3
ey are sbtill atlending hosplitel or
- their own G.P, for follow-up.
: ’ B {3) they are still having post-operative
’ ' troatment, »
bTEOMYELITIS ) Consult Doctor or Sister. : More information should be obtained if
b Red CrotS necessary. Othervise, may be acceptable
. 6 months after full recovery.
VARTAN CYST : Consult Doctor or Sister. : See under 'Operations’. May be
‘ . acceptable 6 months after recovery
depending on diagnosiss
AIN-KILLING TABLETS See Analgssics; '
'ELVIC FLOOR REPAIR 7} ' Acceptable & to 12 months after full
X WA .
‘ _ © recovery.
*EPTIC ULCER Consult Doctor or Sister. ) Acceptable if donor has been free of
’ 22‘,' : symptoms and off treatment for 3 months
lenger, but action depends on the sever:
1 casces should be assessed by the Doctor
or Sister individually. See "Casiritis =
chronic®.
SEPTIC ULCER - DPERATION ‘ Consult Doctor or Sister. ’ See under 'Operations'.
PERICARDITIS = ACTIVE VIRAL : Consult Sister or Doctor ) Defer and obtain meore information from

donor's G.P,
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ITONITIS

RRYNGITIS

LEBITIS

LEBITIS 3
LES

RURISY

EUMONIA

RICCS ¢ NEW OR YOUNG DONORS
+ OLDER DONGCRS

ITONSILLAR ABCESS

T
Lqﬁ* /ﬁLOQ C#OCS -
?LLLAév'
ISOLATED ATTACK
Y~

REPEATED ATTACKS

.

o~

Tl

L
-+ Accept only near end of a

by

light period.

Defer during e very heavy period. Other-

viao seecept 1f they have previously given

during a period.
See Quinay,

Consult Doctor or Sister,

yi

Defer for up to 4 weeks depending on

severity,

Consult Doctor or Sister.

Permanently unfit,
See Haemorrholids.

Acceptable 3 months after
recovery. Consult Doctot
in doubt,

Acceptable 3 months after

TECOVEDY .

complete
or Sister if

complete

N,B, Donors on contraceptive pill with light

periods lasting 1-Z days may be accepted.

Acceptable 6 months after recovery but depends

on cause.

Check cause and site. Acceptable € months afte

QF 25 'Y
complete recover

Check cause.
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ACTION
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THORAX. : TRAUMATIC 4 Aol wove,
: SPONTANEOUS -
o -
(o’t o,
CONTACT
IMMUNISATION pR5 S.
ANCY
ANCY : AFTER THE BIRTH 3 .
' Sden. [ NBTs.
Fawmv‘)" /
LA Q§§ Gors.
ATECTOMY
'ASIS : MILD o . //
: GENERALISED % ¢
¢
+ SEVERE o twa Lod Goer

{IATRIC PROBLEMS 0

d uiévfﬁf‘

by hospital,

N

Consult Doctor or Sister.

Acceptable 1if denor has been cleared

Seriously disabled donors

shauld be asseased by Doctor or Sister,

Accept.
Accept after 14 days.
Defer.

fcceptable 1 year after delivery for

new donors or if mother: has breastfed.

" Otherwise accept after 9 months.

ﬂggg If breast feeing has continued for

" more than 9 months accept 3 months

after stopping breast feeding.

Consult Doctor or Sister.
B4

Accepfable.

Defer

Consult Doctor or Sister.

Acceptable after a minimum of 6 months

following recovery. Assess individual case.

Acceptable 6 months or more after complele
recovery depending on diagnosis. See unde

'Operations’'.

Check trestment, and assess individuel cas



CONDITION

ACTION

lARY EMBOLISM

IS/PYELONEPHRITIS s

A OF UNKNOWN ORIGIN (P.U,0.)

EVER ’7 N@TIS .

. Tl .

S INMUNISATION : PRE-EXPOSLRE G~
t POST-EXPOSURE |y

. CoLIC

IATIC FEVER

MTISM 1 ACUTE
: CHRONIC (Mild)

: CHRONIC (Severe)
I

Consult“Déctor or Sister.

Sce 'Nephritis!

Consult Sister or Doctor.

s

Permanehtly unfit,
Defer for 4 weeks after recovery.

Cansult Sister or Doctor.

Consult Dister or Doctorn.

Consult Doctor or Sister, 4 Fudl O/

Consult Doctor or Sister.
Intanmatho it
Py -
Defer . ,
Consult Doctor or Sister, J@\%&“UCAVNQ/

fﬂ((y .

Defer

SGH.003.5114

NQTES FOR SISTER QR DOCIOR

Defer and obtain more information from

donor's G.P. if necessary.

Donors who have had P.U.0. during or afterv
a visit to the tropics should be deferrced
for 3 months afler the resolution of the

pyrexia,

Acceptable atter &8 houts i doror resls
vell, or defer for 1 week if donor fesis
unwell. Hyperimsune donation may be
possible up to 2 morths after vaccination.
Otherwise, for post-exposure, defer for

12 months after last injection.

Acceptable when symptom-free,

May be acceplable. Doctor or Sister must
assess donor or cbtain details for furthe:

information from donor's G.P.

Accept if donor feels well and is not

taking regular teblets or other treatment,
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" CONDITION
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R

PING SICKNESS

PING TABLETS :
I'. H S‘Aw . £’>

(“L\)A‘ Pedd L0

LPOX IHAUNISATION s . '

DYLOSIS (CERVICAL)  Fuhonn =

DYLITIS (ANKYLOSING)  §j_.. -

ILISATION

C/c‘(;ch;». .

51

Consult Doctor or Sister.
AY

i

. Acceptable if taken as sleeping plills and

for no other reason; i.e.,n0 underlying

"condition that might rendér the donor

unfit,

Acceptable after 21 days,

v
Acceptable if donor is symptom-fres.

Consult Doctor or Sister.

Acceptable after next period.

ACTION . OR SISTER OR DOCTOR
: ‘\" - - .
S (1) If the skin disease is contagicus, does it
2 ﬂciu“l fodea ) present a risk of infection to staff and
gM)Aﬂ~’}NBkL£M CkLAcuXAJX/n other donora?
Aod copel. (2) Does the sikin diocase affect the site of

venepuncture?
(3) ls the skin diseasc a manifestation of
. underlying illness?
{4) Is the donor on treatment which might

affect the blood dgonation®

Donors who have had Sleeping Sicknsss or who
have lived in an endemic area asccept as SERUM

only. ARTS —

AP NP

i
by,
J

Hyperimmune conation may be given up to
3 months after vaccination.

Do not accept denors who have severe symphoms

or whe bave had x-ray tLreatment.




CONDITION

e oCH 0035117

ACTION -

o

TES FOR SISTER QR DOCIOR

S ¢ TABLETS o
5.&:\;\— « -f{
DS + CREAMS .
) Arg  *

DS @ INTRA-ARTICUGLAR INJECTIONS

H ULCER

.

Eln

( NETS -
LI NRTS -
LIS CLOSE CONTAC!

A imodhomad

J5 IMMUNSATION : ACTIVE

US IMMUNISATION : PASSIVE
{ =globulin injsction}

Cf(j\u»-‘ -

jiAJuV‘

— :
Consult Docter or Sister.

Occasional use for minor dermatitis/eczema
may be accepkable. Regular use over large

areasg of skin, defer.

Acceplable 1 week after injection,  Check

reason for injection.

See Peptic Ulcer.

. Acceptable when healed or infection

subsiding if donor feels ¥ell.

. Permanently unfit.

Do not accept.
Acceptable after & months,

Acceptable after 48 hours. If donor fecls
unwell after immunisation, defer for
1 veek,

Consull Doctor or Sister.

Acceptable once infection has cleared
and riot on treatment.

Nt

S ——

In general, donors regularly taking steroid .
tablets are not accepted. Action depends on
the underlying condition.

\NA {200'{ [V XARS

. Hyperimmune dona®ion may be given up Lo

2 months after .mmunisation.

Acceptable after a minimum of 2 weeks.
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AL LUN

iy

CONDITIUN
IDS : TABLETS .
5-43\-)\,» .
DS & CREAMS .
t?pLNN M

CH ULCER

8 ( NETS .

LLIS NRTS -
LLIS CLOSE CONTAC!

N Trmohoemad

US IMMUNSATION : ACTIVE
S

US IMMUNISATION : PASSIVE
( ~globulin injection)

(de*f‘ )
H N
7@&)&"‘ '

DS & INTRA-ARTICGLAR INJECTIONS.

{or or Sister.

Dceasional use for minor dermatitis/eczema
may be acceptable. Regular use over large

areas of skin, defer,

Acceptable 1 week after injection, Check

reason for injection.
See Peptie Ulcer.

Aceeptable when healed Gr:;nfectian

subsiding if donor feels well.

" Permanently unfit,

Do not accept.
Acceptable after 4 months.

Acceptable after 48 hours.  If donor feels
unwell after immunisation, defer for

1 week,

Consult Doctor or Sister.

Acceptable once infection has cleared
and not on treatment.

; donors regularly taking steroig
tablets are not acceplted. Action depends on

the underlying coendition.

WA Res cnns

Hyperimmure dons®ion may be given up to

3 months after .mmunisation.

Acceptable after a minimum of 2 weeks.




RANZJILLISERS

ROPICAL DISEASES

NRTS.

RYPANOSOMIASIS

JBERCULOSES

NR7S .

YPHOIO IMMUNISATION

2 ohans /;\1575.
LCERATIVE COLITIS

ACCINATION

ALILM ?o\uw
wh ad (A
[“—» %ﬁr~zvaﬁ Pglﬁﬁtj 'i)

ARICOSE VEINS DPERATION

ns -

SGH.003.5119

See Vallum,

Consult Doctor or Sister.

See Sleeping Sickness.

Consult Doctor or Sistéf.

Acceplable after 48 hours. If donor feels
unwell defer for 1 week.

‘See Colitis = chronic,

See under specific disease,

Defer if taken as regulaer Lreatment.
Acceptable if only an occwsional tablet
is taken. Consult Doctor or Sister

if in doubt,

Acceptable after 1 month, if no
complications,

Acceptable after 1 to 4 veeks,if no
A
complications, !

B.C0; Henm ard Munioes tes

Donors whe have been in Africa should be
deferred for 12 weeks after returning:
most tropical disecases do not prevent
giving a dopation. See Malaria, Sleepin

Sickness.

Donors under treatment oo regula-
surveillance shoulc be seferied.  Onee

clear of foliow-up muy be accupted. for

oGt uneder

respecllve entrics.
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ACTION !\ QR SISTER CR DOCTCR

THROMBOSIS i ]

NFECTION (Unspecified)

G

TABLETS ¢ SELK MCDICATION

3&Akv
TABLETS : PRESLRIBLD

INJECTIONS
7
G LoutH  Tdow -

G COUGH CONTACT

1 eC.
FeveR  WH fad ®

Fever vntsation NBTS.

See Phlebitis

Defer for 2 to 4 weeks after complete
PECOVETY .

‘Acceptable if donor is well ard free

of symploms.
Consult Sistar or Doctor. Defer and obtain farther Lorcimerios fiom
. 38

donor's G.P. if vecesassry.

Consull Sister or Doctor - : ) Defer and obtair *urther information from

b ‘ donct s G.P. (Y neceusaty

Accept if not severe
i

Deter for 2 weeks after recovery.

Acceptable,
. RN

Acceptable & months after recovery

Acceptable after 21 days.




ONDITIONS RARELY ENCOUNTERED

APPEADIX 1
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ACTION ‘ NOTES FOR SISTER CR DOCTOR

NTHRAX VACCINATION

RYHROPOD-BORNE ENCEPHALITIDLS

ILHARZIA

HAGAS' DISEASE
‘0ELIAC DISEASE
ENGUE FEVER
ILARIASIS
ERPES-GENITAL
IYDATID DISEASE
NGUINAL GRANULOMA
ALA AZAR

ASSA FEVER
EISHMANIASIS
EPTOSPIROSIS
{LAPSING FEVER
IFT VALLEY FEVER
JANOFLY FEVER
SCHISTOSOMIASIS
SKIN CANCERS

SNAKE BITE
'YPRQID FEVER
JEST NILE VIRUS FEVER

TAUS

Accept after 48 hours if donor feels well. T
Defer for 1 week if donor is unwell. .

!
Acceptable after full recovery. See NATS 97
note on ‘Tropical Diseases'.. -

See Schistaosomiasls.
See Trypanosomlas:s.

Permanently unfit. Toh wom -

. . . ) 3 ey MavU™ v.‘.
Acceptable after full recovery. NR: S ((W‘""{,"‘"(’”’LH he 0 ‘J’

Acceptable after full recovery. NRIS

Acceptable after recovery.

Permancntly unfit. (i sdon
Permanently unfit. Cevorment? O
Permanently unfit, Cormedon -

Acceptable after Full recovery. o NA&TS.

Conened o ‘Eu»r&&e/ﬂ’i "’/n,o\g(;_‘y Complode, LQSJ\,LL‘—'\?.

Acceptable 1 year after full rescovery, NETS

Acceptable 2 years after recovery. NAIS

Acceptable after full recovery. NRTS

Acceptable after full recovery. n&7S .
. 3 ,g(’/}\\‘@i 3

Acceplable after full tecovery, WA £

Consult Sister or Doctor

Obtain details from donor's G.P. of
M\@g diagnosis and breatment.

Basal cell

carcinoma of skii mey not debar if it

of fed Y peen adequately treated.

Acceptable after 3 months ~ 0 fodd c,/(,*.('-
NATS
Permanently unfit. o NO)’ g jC'S »

Acceptable after full recovery.




\fghanistan
\lgeria

\ngola
\rgentina
lahrain
3angladesh
lelize

3enin

Jnhutan

Jolivia
lotswana
razil

lurma

Jupundi
Jamzroon

lape Verde Islands
lentral African Rep.
“had

hina

folombia
omaTosS

[dngo

‘osta Rica
Jibouti
ominican Rep.
[ast Timor
cuador

Egypt

El Salvador
Equatorial Guinea
Ethiopia
Gabon

Gambia

GChana
Guatemala
Guiana {French)
Guinea Bissau
Guyana

haitd
Honduras
India
Indonesia
Iran

{rag

Ivory Coast
Jordan
Kampuchea
Kenya

Yorea (South)
Laos (Lao)
Liberia

Libya
Madagascar
Malawi

List Published by D.H.5.5., Leaflet SA35, 1982.

A .

APPENDIX I1

COUNTRIES April 1982

MALARIAL

Malaysia
Madives
Mali
Maurttania
Mauritius
Mexa. o
Morocoo
Mozambique
Namibia
Nepal
Nicaragus
Niger
Nigeris
Oman
Pakistun

T Panama

Papus New Guinea
Paraguay

Peru
Philippines
Qatar

Rwanda

Sao Tome and Principe
Saudi Arabia
Senegal

Sierra Leone
Singapore

SGH.003.5122

Solomon Islands
Somalia
South Africa
Sri Lanca
Sudan
Suranam
Swasiland
Syria
Tanzania
Thailand
Toga
funisisa
Turkey
Uganda
United freb Rapuciac
Uppet Vol .
Vanuatuy (rormerly vau Hebrides:
Venguels
Vietnam
Yemen Arab Hep. {North)
Yemen Democratic Rep. (South)
lalre
Zambia
Zirbabue
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EALTH CHECK FOR NEW BLOOD DONORS

efore we can accept you as a blood donor we must make sure giving blood will do you no harm. Ye must also ensure the donation does
ontain anything harmful to the patient receiving it, e.g. medicines.or viruses, ’

LEASE ANSWER THESE QUESTIONS BY RINGING YES OR NO AS APPROPRIATE. It will save you TIME when you are interviewed and have your
aemogiobin checked to make sure that you are not anaemic.

. GENERAL QUESTIONS C. SCREEN FOR INFECTION
Have you ever given blood before? .o .. .. .« .. YES NO ‘ Have you been to the dentist in the last 72 hours? .. VYES
Have you ever beeﬁ rejected as a blood donor? .. .. YES NO Have you been.in contact with any infectious
Are you undér 18 or over 65 years of age? .. .. .. YES -NO diseases in the last three wesks?. .. .. .. .. .. VYES
Ate you under 8 stones’ in Weight? .o oo e -ee. o YES NO Have you received any vaccinations or injections

in the last three months?. .. ¢ ¢ v «v «s . VYES

. ’ rin? i i
. SCREEN FOR GENERAL MEDICAL HEALTH - Have you had malaria?. .. .. .. «. .. <. v - .. YES NC
Have you been abroad in the past three months? .. .. YES NO

Have you been unwell recently?.. .+ .. ¢ +o o« YES 'NO
Have you had jaundice or Hepatitis in the past

Have you visited your doctor recently?e. .. .. .. YES NO tuelve months?

. .. YES NG

-Have you ever had a sericus illness or operation? .. YES NO
Do you suffer from chest pains?. .. .o .« .o .o YES NO. D, SCREEN FOR HEPATITIS CONTACT - In the past six months have yous

Do you have a persistent cough?. Cee e e ae .. YESTNO Been exposed to, or lived in the same house as
a hepatitis patient?.. .o v oo ss e ee e. «e YES NG

Are you breathless on slight exertion?.. .. .. .. YES NO

: H ierced? .. e e s ea es  xs  «s YES N
Do you have any kidney trouble?. .. .. .. .. .. YES NO ad your ears pierced E U

Do you have diabetes? VES NO Received acupuncture?. .. ee ae a5 oo ss s se YES NO

B 7 ee e as e ee we ee ae ee ae YES N
Do you have asthma or any allergies? .. .. .. .. YES NO een tattooed? . d

Do you have fits or fainting spells? .. +o .o .« YES NO £. SAFETY FOR YOU AND OTHERS

Do you drive public service vehicles?. .. .o +s o» YES NO

Have you lost weight recently (not dieting)? .. .. YES NO

Do you take medicine or tablets? .. .+ +s +» .. YES NO Are you involved in unusual hazards of heights

Ladies; or depths? «s  ss ex se  ss se aa se ss es s YES NO

Are you pregnant or do you have a child under
1 year?. «s e+ ss  se s s: as se s es s YES NO

Date: . Signatures
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APPENDIX C

Post-Thaw Storage of Frozen Red Cells

The accepted criteria for optimal ‘red cell storage are that the
product is sterile and that more tnan 768% of red cells survive
in a recipient 24 hours after transfusion.

For frozen red cells stored 5 days at 4 C in ACD-saline we
have published data showing 88% survival of autologous red
cells 24 hours after transfusion into norwel volunteers (Amer,
K.A., Pepper, D.S., Prowse, C,V. FBrit. J. liaexat; 1988, 44
535-544), The biochemical characterisation of such cells is
acceptable and we routinely check all units that outdate (54d)
to provide ongoing assurance that this continues. For example
the following represent data from 16f units after 5d storage. .

Supernarant Kt Osmolarity Supernatant Haemoglobin Haematocrit

14,0 + 4.3mM 308+37m0sM 331 + 133 mg$ 47 + 4%

In addition every outdated unit is cultured under aerobic and
anaerobic conditions to check sterility. O0f 2,843 units tested
only 2 (¢.07%) have been confirmed as containing any bacteriel
contamination. This is less than we have observed in units of
whole blood (£.5%) prepared in a closed systex and is good
evicdence that no additicaal rish: 3f contaminition exists for
units of red cells that have been frozen, thawed and stored for
5 days using the procedures established at this centre. During
the same period 5,025 units of frozen-thawed cells were
transfused without effect.




SGH.003.5125

APPENDIX D

Planned modification to access to-hepatiltis testing
laboratories.

APPENDIX E

Present and planned layout of blood bank, compatibility testing
and issue area.
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APPLENDIX I

Sterility of Blood Components Prepared in the Pigtail'Systém

The approach in Edinburgh to assure the safety of blood
components prepared in pigtail packs under laminar air flow
conditions has been to culture units at outdate (cellular
coimponents) or at the time of preparation (frozen plasua
components) and to compare the results to those obtained for
whole blood (prepared in a closed system) using the sawe
procedures.

Results may be divided into those obtained for cellular
components which do not pass through the pigtail connection
{(upstream} and those for plasma coumponents prepared by pooling
of plasma from more than one donation through the pigtail
connection (downstream).

Units Confirmed to Contain Bacteria

Pilot Studies Routine Huality
Assurance

Closed Systew

- =

Whole Blood 8.46% (5/1676) g% (0/319)

Pigtail System (Upstream)

Red Cell Concentrate #.56% (6/1875) g% (0/330)
Platelet Concentrate B.3% QZ/SSG) 0.G7% (2/297)

vcﬁigtail Systenn {(downstream)
N

haw-siphon cryoprecipitate (3 donor) - 0% (£/94)4/94<] ory/ml
“wresh frozen plasma . (2 donor) = 529/53G <1 org/ml
Bulk frozen plasma (24 donor)- 5/1912>1 orgy/ml

PRI " R
B U P S R N O
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appendix ¥ - Continued

study of Microbial Contamination of Bulk Plaswa Received by
. prc

Data from Cuthbertson, B., 1832.

sacterial cultures were made of core-samples of frozen plasma
anl zZooled sanples of thawed plasma. Tris extracts of thawed
cryoprecipitate were also cultured.

Table I compared core samples of Edinburgh 5 litre plasua packs
with earlier data from NBTS 2 1li plasma packs and SnNBTS packs
which were not analysed by centre of origin.

Table II shows post thaw data on (i) all material recieved (ii)
Glasgow plasma only (iiil) batches compriseé of Edinburgh &
Glasgow plasma.

The conclusions of Mr P R Foster (PFC) and Mr Cuthbertson (PFC)
are as follows: (i) contamination levels are better in
Edinburgh 5 1i pools and Glasgow "stripped single” pools than
in the conventional single pack plasma (ii) contamination in
thawed plasia is mainly introduced at the time of stripping the
plastic from frozen plasma at the PFC.

v




TABLE 1

PLASMA CORE  DATA

Sample Source

EDINBURGH 5L ﬁLL SNBTS

ALL DATA
a, Number tested 52 264
b. Proportion

<ICFU/ml 86.5% 81.8%
<. Range 0 - 88 0 - 429
d. Mean 2.8 3.1
e. Standard

deviation 13.6 o 29.4
DATA WITH COUNTS OF 25 OR ABOVE EXCLUDED
a. . Number 50 ; 262
b. Range 0 -7 ’ 0 - 22
[ Mean 0.26 .70
d. Standard

deviation

Ci.1 L ‘ 3.0

ENGLISH 2L

48




A. PRE-CENTRIFUGE

B, TRIS EXTRACT

Number of pools

SGH.003.5132

TABLE __ 2
POOL DATA (OCTOBER, 1981 - QCTOBER, 1982)
Plasma Source

All Batches Glasgow Only Glasgow and Edinburgh
Number of pools 72 " 21 10
Mean colony count 278 166 138%
Standard deviation 562 361 200
79 21 10
% *
Mean Colony Count 3730 2955 2402
Standard Deviation 5216 2889 2024
7 2 0

Number >20,000 .

* Significance : p < 0.10 vs "all batches".
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Summary

The relationship between quantities of blood ordered and quantities
actually used for obstetrical and gynaecological diagnoses in one
Scotti;h hospital was studied over a period of three months. It |
. appéared that the amount of blood ordered as "cover® fqr many opéf~
ative Qrocédures aﬁdgfor pati?nts unéer observation was,‘in'manx.:
instaﬁces, uneconomically high. On- the basis of tﬁis a "Méiimuﬁ
Surgical Blood Orderiﬁg Schedﬁle”b(MSBOS) has been propQSéd which
wbuld reduce thé amouﬁt of blﬁod crossmatched as "cover" by 65 pér
‘ cent. Review of the circumstances of all tranSfusions gjvén ove;
-the study period suggested that adoption of the pfopoged MSBOS

_ would not be detrimental to patient safety.



Introduction
A O

It is established practice in Obsletrics and Gynaecology, as in all
surgical specialties, to requast the crossmatching Qf blood to pro-
vide "cover" for major opérative procedures {(eg Caesarian‘section,
hysterectomy) and for patients under observation with such diagnoses
as.plécenta'praevia or suspected ectépic pregﬁancy. It has been
observed (Ravault and Gruenhagz=n, 1978) that the qrdering of blood
in such circumstances is often.di;tated only by habii and may be

wasteful of personnei time, reagents and outdated units of blood.

Careful appraisal of the transfusioﬁ.requirements for each.prqcedure

- or diagnosis allows a "™aximum Surgical Blood Ordering Schedule%

et

{MSBOS) to be drawn up which mininises unneceséary crossmatching;
Such schedules for common surgical {including gynaecological)npros‘
cedures have .been proposed by several groupé {Friedman et al, 1976;
Rauvault and Gruenhagen, 19?8;'Friedman§ 1979) and 21l include a
UGroup and Screen® (G & S) pfoceéure aé an alternaﬁi;e to the cross-
matching of blood for those diagnoses where tAe probability of trans-
fusion is low. A G &S procedure such as that described by Bofalv o
and.Henry (1976) is sensitive to more than 96 per cent of the anti-
bodies which may occuf in human-sera and is calculated to be 99.9
per cent effective in preventing the selection of incompatible blgod
for transfusion.

¢

The aims of the study described here were to present a 'profile" of

. blood ordering and usage practices in the obstetrics and gynaecology

it of one Edinburgh hospital which is sexrved by a full blood trans-
fusion service locéted within the same building:; to identify those
diagnoses for which existing ordering practices seem excessive; to
propose a MSBOS bésed oh these findings and to illustrate, by review

of the actual transfusions given over the study period, the lack of

risk involved in impiementing a system of th’s type.
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Methods

All requests for compatibility testing keither crossmatching or G & S)
originating in the obstetrical and gfnaecological wards of the Simpson
Memorial Maternity Pavilion and the Royal Infirmary of Edinburgh during
the months of September,i989,,3anuary 1981 and February 1981 were~.
studied. Thesé particular mon?hs weré chosen in order to cover the

s,

tenure of three separate cohorts of junior medical staff and so minim-

ise the effects of any idiosyncratic ordering practice. The indicat..

ions for, circumstances of and ouldome of each request were processed

and anélysed using the S?SS s&stem of computer programmes on an IcL
2972 computer. The océurrence of a blood;traﬁsfusién was deduéed
. from failure of issued blood to be returnéd.to the Blood Transfusion
éentre and was confirmed by reference to tﬁe case records. The cir.
cumstances of each transfusion,{ﬁith particular ref%Fenbe to the

-
o, -

degree of urgency involved,4were reviewed by one of us (GCP) by

study of the case notes, operation notes and anaesthetic charts, as

eppropriats.

The proposed MSBOS was based on the recommendations of Mintz et al
(1976)'that a G & S provides adequate cover for procedures averaging

less than 0.5 units of blood transfused per case and of Friedman

{1979}  that the recommended blood order for a procedure should pro-

i

vide for the transfusion needs of 90.per cent of cases.

ﬁost of fhe diagnostic categories mentioﬁed below are self—explanator&
guf it should be noted that the #igh'riék iabour category encompasse§
such conditions as previous Caesarian section, breech presentation,
twins and prolonged labotr; Also, patients undergoing Caesarian
Section because of known placenta praevia ox abruption have been

clagsified as ante partum haemorrhage rather than Caesarian section.
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Results

Current Ordering and Usage Practice

pDuring the three months of the study, 961 requests for compatibility

testing were submitted. These related to only 871 patients as some

clinical problems gave rise to multiple requests. Obstetrical prob~

lems accounted for 589 (61%) of the requests and gynaecological ones
. , . -

for 372 (39%). Details of all requests and of the use of the G & 8

Ifacility; by ﬁonth; are shown in Table I. Clearlyy differences in

Junior wedical staff had little influence on the overall pattern of

ordering.

Of the 961 requests, 409 (43%) were for G & S rather than for cross-
matching. Over half Af the G & S5 requests were to provide "éover" ’ .
for éaseé of spontaneous abortion.’ The onlj elective, operativeléfo~
cedure for which G & S was regularly used.as'the form of "cover"'was
termination of pregnancy. In only 14 of the G & S cases was a subse-
éuent réquést Ffor conversion to crossmatching submitted% in bnlyvsix
of these cases was blood aétually transtséd. |
In all, 566 reguests for cro;smatching were submitted {552 pius 14

. . - . . .
“conversionsﬁ from G & 5}. In response to these ;equests, 1Lo2 Lnits

of blood were crossmatched. (In.accordanée with iocal blood issue

Policylf89% of éhesg were‘red cell éoncentraté'as opposed to wﬂole
blood)i* A specifi¢ need for blood transfusion (eg abruption, anaemia
due to menorrhagia) prompted 63 of tﬁese requests; The remaining 503
requests (89%) were to provide "cover".for'oberations or diagnoses
with a petential traﬁsfﬁsion regquirement. 'The provision of blo;d

&g Yecover" accounted for 1213 .of the total of 1402 units of blood -

Cromsmatched, 86% of the total workload.
e, /1" .
¢ Locally prepared "whole blood" comprises 450 mls of blood and 63 mils

of anticoagulant and has a haematocrit of 38%. In contrast, red cell
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- gt

Overall, 246 units of blood were transfused to 84 patients. Table II
sunmmarises the transfusion requirements-for each diagnostic category
in terms of the percentage of cases requiring transfusion and the
average number of units éf blood tran§fuseﬂ. For many cbmmon, oper-
aﬁive'procedures {eg pelvic floor repair, Caesarian section, ﬁanual
removal of placenta) leés than 10 per cent of cases required irans—

fusion and, on average, less than 0.5 units of blcood were transfused

per case (averaged over all patients undergoing the procedure; no

" transfused case actually received less than two units.

The alignment between blood ordered aﬁg ﬂlood used by a clinical prac—
tice of for an individual diagngéis can be assessed by AOnSiaeration
of the ratio between the number of units of blood croésmétched and
the number actually used, tﬁe crossmatched: : traﬁsfused (C:I) ratio.

" Rauault and Gruenhagen (1978) feel that a realistic level of this

= ratio for a hospital with a'fullﬁfange of clinical services is around

2.5:1. The.overali C:i ratio .for the'ObstetriCSvaﬁd Gynaecology prac-

tice studied was 5.7:1 (1402 units crossmatched : 246. units transfused).

Study of the C:T ratios for individual diagnoses {Table IIX) highlights

. . ,
those for_which ordering was particularly high compared with actual
- . B . [

transfusion needs. Every operative procedure except texrmination of

Pregnancy was associated with a C:T ratio of greater than 2.5:1 and

for five diagnoses the overall C:T ratio was greater than 10:1.

Proposed MSBOS

The maximum blood orders recommended in major studies for common oper-
ative procedures presently "covered" in this centre by ecrossmatching

&re shown in Table IV. The table also shows the transfusion rates/...




P

rates for the various procedures found in the present study and in the
most recent of the large Americah studies (Friedman, 1979). For all
procedures except vaginal hysterectomy, the local t;ansfusion rates
are comparable with those in Friedman's éeries and it the;efore seemed
reasonable to adopt his recommendations. The complete MSBOS, based on

local transfusion data and on recommendations of the literature is

’

presented in Table V. e

Review of Transfusions

During the study pgriéd, 84 patients were transfused,of which 39 (L6%)"

received only blood crossmatched because of a specific transfusion

requirement. The remaining 45 cases received blood which had been

‘crossmatched ‘as "covef". InAthese cases the availabiiity of blood

might have been reduced had the proposed MSBOS been operational and

they are considered further. jIn‘iS of. the 45'cases,;it was consideréa
at the time.of the case-note review.that trapsfusion was required with-
in minutes of thé onset'ofvth; bleeding problem. The circumstances of
these,:ithe most urgent transfuéions, and the anticipated oufcpme of

each had the propqsed MSBOS been opérétional are p?esented in-Table VI.
In 13 of the 18 cases, érdssmatched bléodiwould, iﬁ fact, have be;n

available as "covér"-under fhe MSBOS, in three cases it was considered
that the degree of urgency was such tﬁaf an eﬁeréency crossmatch could

have been awaited and in only .two caseé did it seem that the transfusion

of homologous, uncrossmatched blood would have been required.

SGH.003.5139
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this would represent a saving of some 3,000 crossmaiches, around 65%
of the "cover! crossmatching for obstetrics and gynaecology and arcund

- 55% of the total crossmatching workload for the specialty.

Review of the circumstances of the actual transfusions given during the
study period was reassuring. Only two patients (2.4 per cent of the

transfused patients and 0.23 per cent of all patients in the study)
. : o

might have regquired transfusion with homologous, wncrossmatched blood

under the proposed MSBOS.. Since it has been shown (Boral and.Hénry!$}977)

that the transfusion of homoloéou; blood after a recipient's serum has

been checked for unusual antibodies by a G & S is 99.9% safe, it is, per-

_haps time for a reappréisal of the view that a crossmatch is the only

acceptable form of compatibility test.
. . )

‘éear and Frieduan (1977) have suggested that the most appropriate method -
for dévelopiqg a MSBOS at the,hgspiﬁal leQel_is éo gxamine ac{ﬁai,\blood

tranéfusion requiremenfg forbfhat hosbital's more common operafions and.
%o use these data, in conjunction with those iﬁ publishéd studies, to

arrive at a safe and equitable schedule which will decrease unneceésary

crossmatching without jeopardizing patient‘welfare. We have attempted

to do just that in the study presented here and would encourage clinicians
q

in other centres to review their own practices and to collaborate with

local transfusion services in ensuring optimal'utilisation of donated

blood, ‘a unique therapeutic resource.
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Table I

Total Number of chpests-for Compatibility Testing (Crossmatching
plus G & S) and Number of Requests for G & S Only Submitted During

Each of the Three Months of the Study

MONTH JAN FEB SEP TOTAL
Total No. Requests . 322 339 300 961
No.G & S Requests 151 140 118 409, ’
G & S as % of Total Ly %1 " 39 L3 : '
) . ‘, -
L]




Table TI

Overall Transfusion Rates for O & G Operations and Clinical Problems

SGH.003.5145

NO. AND (%)

- NO. TOTAL UNITS AVERAGE
DIAG‘\'ObISA CASSES | TRANSFUSED TRANSFUSED UNITS/CASE
vich risk labour 67. o (o) o o

‘taneous abortion 213 2 (0.9L4) L 0.019

Pelvic floor repair L7 1 (2.1)' 6 0.13

( nation of pregnanéy 59 2 (3.4) 9 0.15
Ectopic and ? Ectopic 52 L (7.7) 9 0.17
Manual removal of placenta 26 2 (7:7) 5 0:19
waer Segment Qaesarian section 107 10 (9.3) 22 0-.20
Ante partum haemorrl'.lag'e 50 5 (10) i9 0.38
-Eaparotomy R 6 (13.6) 721 '0.48
Abdominal hysterectémy 79 14 (17.7) 4'1 ) 0.52
Post partum haemorrhagé 34 9 (26.5) 22 0.65
Vaginal hysterectomy 9 3 (33.3) 8 0.89
- _
Misc obstetrics 29 2 (6.9) A 5 . 0.17
Hisé.gynaecology 39 9 (23.1) " 30 0.77 )
Men(  .agia ' 8 7 (87.5) 22 2.75
Anaemia . _8‘ 8 (100} 23 ‘2.9
TOTALS 871 8L 246

the single line.

Diagl_'loses for which a MSBOS recommendation would seem appropriate are shown above

Diagnoses for which 10% of patients required transfusion and for which the trans-

fusion rate was 0.5 units/case are shown above the douhle line.
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Table III

Overall C/T Ratios for O & G Operations and Clinical Problems

C T
- NO UNITS NO UNITS
GNOSIS
DIAGHOSZS : NO CASES 1 x MaTCHED rransFusep | /7T
‘Figh risk labour . ";6? : 92 | ) 0O ‘ (7(;
Pelvic floor repair ‘ ' &7 102 6 . 17
znual removal of placenta . 26 ' 63 4 5 , 12.6
Zctopic and ? Ectopic 1 52 108 9 ‘12
Lower segment Caesarian section 107 250 22 ) ' 11.L
Ante partum haemorrhage - 50 137 19 7.2
Laparotomy h L4 ‘ 129 21 : 6.1
| Spontaneous abortion ‘ 213 23 . L 5.7
Abdominal hysterectomy 79 ) 220 L1 5.4
Yaginal hysierectomy - 9 .27 R 1. 3.4k
| Post partum haemorrhage - N TR 38 ‘ 22 .} 1.7
t Termination of prégnancy 59 . 12 ' 9 1.3
imlis obstetrics - - 29 . 37 5 i i N A
. L]
isc gynaescology ' : .39 112 30 3.7
'{ Menorrhagia ' ' A 8 29 22 1.3
Anaemia - 8 23 23 : 1
TOTALS 871 1402 246 5.7
Diagnoses for which a MSBOS.recommendation would seem appropriate are shown °
above the'single line.
Diagnoses for which the present C/T ratio-is 1631 are shown above < it o ihve
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Table IV . o : .

Transfusion Rates and Recommended Maximum Blood Orders for Common O & G Operative Procedures Presently "Covered"
by Crossmatching . : -

FRILDMAN RAUAULT AND
PRESENT STUDY : FRIEDMAN, 1
. , BTl 507 ET AL, 1976 GRUENHAGEN, 1978
No of % Average No of % Units/
Frocedurs Cases | Trans Units/Case || Cases Trans Case ’:‘SBO . MSBO MSIBO
Abdominal ' 1 or
. 5 N .
Hysterectomy 79 17.7 0.52 3,073 12,4 0.3 ol 2 GS&s
Yag tol ‘9 33.3 | 0.89 2,691 | 7.l 0.1 GS&S 1 Gs&sA
Hysterectomy ' ° y ) Al * .
Pelvic Floor . i o
! 4 J!
Repais %} 2.3 0.14 1,962 2.8 0.04 . GS&S ‘ GS&S GS&S
Lower Segment ' . ' "
Caesarian Section || 07 -f 9:3 0=2 8,931 8.5 |.o0.2 GS&S 1-2 GS&S
Manual Removal ’ . : - ) '
of Placenta 26 7.7 .19 - - - = & =
p
h
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Table V

Proposed MSBOS for O & G .

OBSTPIRICS

o SIS SRR

2 Units of Blood X-Matched Lrid e ﬁ;ti.;'“'“

‘

Caesavrian Section or?EUA for known or suspected placenta praev1a or after trial
of forceps. .

o, Active ante or post partum haemorrhage.

3. Twin deliveries (abdominal or vaginal).

4. {(Any form of shock or anaemia requiring transfusion).

S G &S | | .

]
_Uncomplicated Caesarian Sections.

Manual removal of placenta.

3. High risk labour; eg Breech,; foetal distress etc. o

Spontaneous abortion. ’ ' ‘ I '-

5. Termination of pregnancy. ' o RN

6. Small ante partun haemorrhage including placenta praevia under observation. i}
GYNABCOLOGY . _ - SR
= R {J S, “;j:“(;,.l{(.
2 Units of Blood XiMatched — 42 L DTl ’[‘,“” Leve , -

i. Cancer surgery.

é. bctoplc pregnancy for operation.
3. Vaginal hystersctomy.

L. Myomectomy. . |

~5.- (Any form of shock of anaemia requirind transfusioﬁ)f‘ o ‘ .

1) Uit X-Matchad

L'+t Abdozinal hysterectomy for benign conditions.

_lvic Tloor repair (including Marshall Marchettie procedures).

”ﬁontaneous abortion.
3. Termlnatlon of pregnancy.
4. Suspected ectopic under observatlon.
5. Laparotomy for minor, benign condltlons, eg ovarian cyst.
NB - Procedures such as sterilisation and dilation and curettage ‘for which no

compatibility procedure is presently undertaken are excluded, as no change of
practice is indicated. - /




