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ELOCD: RECORD KEEPING AKD STOCK CONTROL

1. TFollowing the report of the Committee of Enquiry into ellegations
concerning the misuse of blood at the National Feart Hospital, the
Secretary of State hae asked for a full review of record keeping

&rrangements with regard to blood. (I atteched a copy of the PQ about
the report.)

2. Central Management Services Brench has now accepted HS1's request
to carry out a study into the record keeping systems used in Regional
Trensfusion Centres and Hospital Blood Barks. The terms of reference
for the studys

"To study existing systems for the stoek control of blood at
Regional Trensfusion Centres, Hospital Blood Banks; to recommend
a systen or systems which would enable donations to be traced
readily from collection to tramnsfusion or disposal; and to cost
such systems."

3« I would be grateful if you could notify formally the Staff Side
representatives of those groups of steff who ere likely to be involved.
These will be principally technical staff in Transfusion Centres and
Hospital Laboratories together with some mursing staff within hospitals.
There will of course be local consultation at each of the venues

chosen for the study.

4. In view of the difficulties experienced in obtaining & formal
effirmative responselthe proposed study on private practice in NES
hospitals, and given the urgency of this particular study (Secretery
of State has asked us to put draft proposals to the Advisory
Committee on the National Blood Transfusion Service in September), I
would be grateful if the Staff Side could be "informed" of our
interntions rather than their views being sought. I should add that
we do rot anticipate any adverre reaction. Indecd ASTHS &and COEBE are
in the forefront of cawpzigne to protect the Blood Transfucion Service
anéd to protect the existing voluntary donor system.

wrtibo
5. We are prepering to{Regionel Administrators in the normal way and
subject to your views, we propose to proceed on the assumption that the
relevant Staff Sideswill co-operate.

A GRO-C
HESlA

/4 Méy 1962 _ Ext {GRO-C!

cc Mr Vallentine (CMS, Hebburn)
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BLOOD AMD BLOGD PRODUCTS

1. As colleapucs know, the Vlood required for the lealth

yvice is obtained from donors by the Hationxdl Llood Tronsfusion
Seryice,

2e In England the NBTS comprises 1% Regional Trancfusion
Centres (SE and SW Thames Riis sheare) and 3¢
atories (Blood Procducts

sboratory oud !'lucme Fractionation

boratory; Blood Group Rcrcrencc Laborato“y) Valcs has an PTC
linked into the WBrS,

tentrel Dlood Luhor-

i3. The main function of RTCs arc to:- .
- collect, group, itest end issuc bloud. '
- separate plasma for ihe Mood Productd 1aboratory.
- monufacture onc form of Foctor VIII for trcating
hacmophiliacs. ‘ e
- provide a consultiancy servico for Regionson blood
transfusion matters. i
¢ ar
i,

Among Central Laboratories' functions are to:-

monufecture therapeutic’ products Lrom blood plasma
(vPL and PFL)

manufacture blood grouping reagents (BGRL) ' .7 N

.

4 derivatives
has’ been provided fLree to institutions providing health cure,

pudblic and privote cector ulike, which reflects the fact thny the
blood has been freely (sic) donated by thc public.
basis is provided by Section 29 of the NI Act 1977 which ﬂuthows.cs

thq Sceretary of State to supply to aﬁy person, on such.terus as

he thinks-£it, blood which he has acqui red (provided it docs not
interfere with his

advaniape of U

Since the inception of the NNS blood and it
The legol

duties under the Act and is not to- the diso~
ua poticats = Sectton 62),
) ’
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Collection and Taane of Mann

6. ¥hole dlood is collected by the familior mobile tcams but e
extiraction of
is also carried out at = me BiCs. ‘

Issues are made to blood banks in hospitals (or groups of hospitals)
with patholopy

luboratorics,~ic having facilities for cross
matching,_on a request bLasis,

provided dirert by a »rC

Svpply to private hospitals is
¢ whore
pau 1

iU s satisfied that adequate

y fac.iltles exist, otherwize the private sector draws its
requirenents from NMS pathology departments,

Recordins and Control

7« Nlood Lanks should record collection receipt ond icsue

'ot blood. The Departmen® has said very little about recording
and control the only guidance being issued in 1951 and 1964 |
HiB(51)89 ane M{GkL)5 respectively) vhich advocated:-
.

that there should be a uniform system in blood banlts .
ihe use of printed registers obtuinable from BTCs ve..t
inspection of registers by Regiona) Trensfusion

Directors who should consider instances of waste, misuse
or Ci.:avasence,

Not surprisingly

no reference was made to the private sector but
the Department's

texpectation' ha

28 been that vhere blood is issupd
Lo private hospitals, blood bank registers should rvcord the
amount and type of blood suwilied,

private hospitals' records.

There is no overt control over

Recent Devel oivqong

T T N Ay Y !
. }

In‘carly 1981 the Nepartment became aware, through reports
in the naticnal prese, of allegations about the sale of blood

abroad by a doctor at a London hospitol, It was as a result of

ihis that interest in e control of bLlood snd blood products
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became aroused and has become of perticular concern to the
Department., Auditors wil) also know (Regiona) Treasurcrs meeting
of 4 November) of the Department's chanpe of policy towards

the private scclor by the proposed introduction of cherges to

reflect the handling costs of supply. This latter development,

which need not Lie regarded s direcily relcted to the former,

clearly adds an additional dimension 1o the necd for adequate control
of blood-issues,

Mditl roview in North Yest ™imns

9. BTC., Enquiries at the RHA in carly 1981 elicited an assurance
that officers and the Medicul Director were satinfied that com-
prehensive records were maintained and auwdit's review of the
arrangements in operation supgested a satisfectorx situation;

jeach pack nunbered and accurate records of receipts issues and
returned packs maintained for each RUS and private institution

served.
.

10. Hospital Pathology Deportments. A dipstick exercise showed

that recording arrangements varicd; omongst the problems arising
were:- ’

- failure to record issues received from the BTC l
- repular tranafers of blood bLetween ho:pital; on an
unrecorded basis
- failure to rccord/identify whether time expired packs
had been returned (complicated by the additional:
problem of non-plasma blood identification)
- no inspection of regisiers by the BTCt

The Need for M1l Conkrol

11.  Whole blood has. a life of 28 days although 21 days is

renerally used tofbrovide a safety margin, Time-cxpired blood

can be of significant value eg for procduction of plusma a?d

albumin and reguires a similar degree of control to that merited

fbr fresh blood, Attention therefore has to'be focussed on !

the 'collection sn! contral of hlood and 1100d producis throughout .
the chhin (from initinl ‘collection' from the donor to ultimate |
disposal) J . {

DHSC0101582_0004



o
v .
~
wi 5i rctors
2. The Department recently asked Repionud Pransfusion Dire
(through their chairman) to investigate the stendard of record | '
isory Commiltee.

P L Ay 4
NRTS and to prepave a report for an Adv

keeping in the '
a parallel jnvestigation

The RHMO member of the Committee wes to moke
The object is Lo jdentify an

enabling unitsof blood Lo
» dizposa). (including

of hospital dlood hank records,
existing system, or introduce a new one
be traced from colleclion to tronsfusion o
use/dIsposnl in private hospitals). Consideration will also be

civen, it is understood, %o the inspection of private hospitals!
blood registers as part of the regular statutory inspection of

private hospituls which health authorities carry out under the

Nursing Homes Act 1975.

Action by Andit

l13. The question of furtlher audit involvement, in this field at

the present time is dircctly influcnced by the current activity

by the Department noted above., The logical next step would

.. therefore appear to'be to obiain PB4 representation in these

*“deliberstions. The atlached Annex provides some initial views: Flas
about the factors which require consideration and which might

form a framcwork for discussion with the policy division.

.

T Nunn "

4L )

DHSC0101582_0005



»_,\“‘_-)g\n' N
. ok ke ¥ ‘Al i

Annex.

{4in)_ouestions ahout Control Procedures

® Cs

Controls over initial collectiion by modile teams to identify

diversion of blood before delivery to B 7 C. Scope for disposal

of untested Llood may be limited dut the need/feasidiliy to

match donor records with blood actually recorded au received by
B T Cs must be concidered

ii) dintermul control = reconciliation of blood pucks collected with
ihose finally rccorded in the blood bank registcr with adequate
identification of blood vejceted after test and disposal

1ii1) identification of blood diverted to production e.g. for Pactor wiii
and non - plasma blood, The nced for munufucturing (cenversion)

- accounts

iv) records of issues to hospitals, including emergency issues (note
activities of voluntary organisation invulved) and supporting
documentation ’ . ; ¢

v) records of return of time expived blood and disposal for
.
manufacturing or to waste

> -‘J.

vi) records of issues e.p. plasma to Central Blood Iaboratories and  ...-
accounting for products supplied,Nole: pr odpc‘“ cupplied by
C B Lz are worth £12 M a ycar

vii) security:- zccecs to blood znd blood products end opporiunities
for removal and falvification of records '

Hospitals . N :

i) basic requirement for a record in an acceptablc form which records
all receipts from ithe B T C and Low used - patient, other SOF
hospital including private, identiflication or time expired blood
and disposal; supporting docurentation includinb receipts and
discharges where appeopiute

ii) copy issue notes cupporting deliveries fream B T C, particularly
should be retained to provide & rrime record for coatrol of
2 T C drivers

iii) security - as for 3T C

: . . : - 4
iv) desirability of clinicu) audit of blood and rrocucts booked to
patient treuiment,
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G0sPITAL BLOOD BANKS SERVICED BY REGIONAL BLOOD TRANSFUSION CENTRES _
) /__———'—" ..... A=
T¥ ENGLAND AND VALES

Comments
Region 'No. of NES blood | No. of private honpttnll
hanks serviced gerviced direc
Forthern 20 0
Yorkshire 20 0 -
Trent 23 0 o
1us 2 Armed
saat dngliss ? ” :21‘1100- hospitals
Thames 12# #includes 2 private
" ! laboratories gerving
private hospitals
KE Thames 31 0
SE/SW Thanmes 62 4
Wessex 11 0
Quieh " o* #plus 2 RAF and
1 USAF hospitals
South Western 16 2
West Midlands | 37 1
r
North Western 33 1 \ #includes 6 hoepitals
| served by Lancaster
\ | sub-centre
l

Wales 18 -
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