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DUTIES OF THE COMMITTER

Section 8 of the Public Accounts Committee Act 1951-1966 reads as
follows s

8 The duties of the Committee ave ~

(e) to examine the accounts of the receipts and
expenditure of the Commonvealth and each
statement and report transmitted to the
Houses of Parliament by the Auditor-General
in pursuance of sub-section (1.) of section
fifty~three of the Audit Act 1901-1950;

(b} to report. to both Houses of the Pariiament,
with such comment as it thinks fit; any
items or matiers in those accounts,
statements and reports, or any circumstances
connected with them, to which the Committee
is of the opinion that the attention of the
Perliament should be directed;

(e) o report to both Houses of the Parliament
any alteration which the Commititee thinks
desirable in the form of the public accounts
or in the method of keeping them, or in the
mode of receipt, control, issue or payment of
public moneys; and

(&) %o inguire into any question in connexion
with the public accounts which is referred to
it by either House of the Parliament, and to
report to that House upon that question,

end include such other duties as are assigned to the Committee
by Joint Standing Orders approved by both Houses of ‘the
Parliement,
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JOINT COMIITTEE OF POBLIC ACCOUNTS

ONE HUNDRED AND FOURTH REPORT
THE COMMOWVEALTH SERUM IABORATORTES COMUISSION

Chapter 1
Introduction
In pursuance of Section § of the Public Accounts Committee

Aot 19511966, Your Committee resolved to inguire into the accounts
of the C 1th Serum Laboratories Commission,

2, During the inquiry we obtained e number of statements fiom
the Department of Health and the Commonwealth Serum Leboratorles.
Commission, These are listed in Appendix No, 1 to this Report,

3. The Statements received and other information available to
Your Committee wewe made the subject of & public inquiry at
Parliement House, Canberra, ons-

Thursday 25 Hay 1967

Fridey 26 Nay 1967

Monday 26 Februaxry 1968

4. The following witnesses representing the Depexrtment of
Bealth and the Commonwealth Serum Laboratories Commission were sworn
during the public inguiry and were examined by Your Committee:

Depaxtment of Health
M2, R,A,B, Ashwell ~  Acting Divector (Finance)

Mr, ¥, Carroll = Assistant Direotor-General
Dr, G.M, Redshaw « Deputy Director-General
Commonvealth Serum Laboratonies Commission

¥r, F,J. Davie « Chairmen

Dz, V,R, Lane - Director

Yo, P,V, Sullivan -~ Deputy Director (Commercial)
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5e During our inquiry we were assisted by the following
obsexverss -

Auditor-General's Office - M, J.K, Lamrence
Mr, AKX, Ragless

Depaxtment of Health - Mr, %L.B, Holgate
Public Sexvice Board - Mr., G.N, Vanthoff

Depextment of the Treasury - Mr, G.J. Balfour
lr, M.G, Cowle
Mr, C. Monaghan
Mr, G.R, Virtue.

6, As paxt of our investigetions we made the following ine,
spections of facilities of the Commonwealth Serum Leboratories
Commission located in Victorias

TField Stations, Woodend and Broadmeedows - Thureday 3 August 1967
Commonwealth Serum Laboratories, Parkville~ Friday 4 August 1967.

Ts Information submitted to Your Cormittee as at 26 February
1968 and additions) material made availeble subsequent to that date
constitute the basis of the present report,

8, Although the present Inquiry is concerned primarily with
the Commonwealth Serum Laboratories Commisaion, the laboratories
which are operated by the Commission have a lengthy history from
1916 to 1961 during most of which period they were directly under
the administrative control of the Department of Health, For thim
reason and in order to ascertain the nature and condition of the
facilities acquired by the Commission at its inception Your
Committee considered that it should examine, during the course of
the Inquiry, the history of the laboratories prior to 1967,
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Chapter 2

The History of the Commonwealth Serum Lsboratonies
Prior to the Establishment of the Commission

9 While Calf Lymph {smallpox vaccine) was being produced as
early as 1883 at a vacoine depot controlled by the Victorian
Government at Royal Park, the witness for the Department of Health
indjcated that no evidence could be found of any other sera pro-
duotion in Australia prior to 1914, The major sources of imports
of these products at that time were the United Kingdom, the United
States of America and Canada, Sera products imported in 1913
included diphtheria and typhoid antitoxing; enti-tetanic serum;
influenza, staphyloccocal, strepiococcal, gonococeal, tuberculosis
and pneumacoccal vaccines and tuberculins for testing,

10, Serious difficulties were expeiienced in obtaining supplies
of vaccines, sera and other bacteriological products from EBuropean
or American sources to meet Australian requirements following the
outbreak of Vorld War T, In 1913 the value of these products
imported into Austrslia was 330,612 while the valuve of similar
imports had declined to $16,812 in 1914, While the shortage of
shipping facilities at this time was a contribubting factor, ve vere
informed that the principsl reason for the decline in imports was
the fact that serum institutes in other countries were required to
supply the allied armies with large quantities of tetanus anti-
toxin,.

11, Representations were made to the Govermment for the estabe
lishment of a Federal Institute for the production of anti-tokins,
sera and vaccines to meet Australien requirements, In September
1915 the Metropolitan Hospital Boaxrd of Supplies, Melbourne,
supported the representations and suggested that there be one
Institute for Australia in order o meet any sudden demand which
night be made in any part. of the country; that sdequate supply be
available at the least cost; that products be standardised through-
out Australia; and that supplies be regularly available at
important points throughout the country, It was stated that it had
always been considered that thexe were cexrtain products which v_rauld‘

Q8,9 to 27 and.
Committee File
1967/

Exhibit 104/1
Q.26 and
Committee File
1967/1

Exhibit 104/1

Q8,15 and 16



need to be produced by a Government authority, the demand being
dependent: on the state of health of the population at any given time,
Following approval by the then Cormonwealth Minister for Health, the
Laboratories were established under the administration of the

Exhibit 104/4
and 9,12

Quarantine Branch of the Department of Trede and Customs, Administra.

tion of the Laboratories was traneferred to the Department of Health
on the esteblishment of the Department in 1921,

12, The first Director of the Laboratories, Dr, W.J, fenfold,
arrived from England in November 1916 and commenced work at the
newly completed Walter and Elizae Hell Institute for Research in
Pathology end Medicine at the Melbourne Hospitel, The Institute
wag under the control of a Board consisting of representatives of
the Walter end Elize Hall Trustees, the Council of the University
of Melbourne &nd the Committee and medical staff of the Yelbourne
Hospital, Dr, Penfold snd his staff oceupied initially the top
floor of the Institute which had been prepared as bacteriological
laboratories for the preparation of vaccines and sera,

13, Prior to taking up duty as Director of the Laboratories,
Dr, Penfold visited Laboratories in England, France end America in
order to obtain the latest information to ensure that the Common~
wealth Serum Leboratories would be built and equipped on the most
modern lines, The visit was also mede to ensble effect to be given
to the iwofold purpose of the laboratories, first the production of
sera, veccines and other bacteriological products and secondly,
research in relation to these products, This twofold purpose has
been the basic approach to the activities of the Laboratories
since their inception and explains their national importance,

14, When the G ealth, Gov ¢ moved into he field of
bacteriological products it took over a vaccine lymph depot

already established at Royal Park which had been. conducted by the
Victorien Metropéliten Boerd of Health prior to 1883, Calf Lymph
‘had been producéd:‘unsisr'..cémmonweo.lth control on the site at Royal
Park sinod 1912, For these xeasons Royal Park vas selected as the
site for the leboratories, Whilst the fimst vacoines were produced
in 1917 at the Walter and Eliza Hall Institute, the production of
these products was transferved to the newly established laboratories

Exhibit 104/1
Q.19 and
Committee File
1967/1.

Exhibit 104/

Parliementery
Debates (H, of
R), 11 May
196%, Pp,. 1779«
1780,

Q.14 and N
and Comittee
File 1967/1



8% Royal Park in July 1918,

15, When the Laboratories were establisched, there were few, if Q&.15 to 18
any, commercial firms capable of producing its produots, which, it
was gaid, were evolving from the stage of rescarch to production.

We were told that there is no vecord of opposition. having been
offered by commercial firms to the establishment of the Laboratories,
and that existing manufactuvers of the Laboratories! products

vould not have been denjed a market for their products because their
output lacked an assured maxket, It was also said that it wonld
always have been considered that the laboratories' products should
attain a recognised standard and that their supply should be assured
regardless of the level of demand for them,

16, Ve were informed that it has always been recognised that Q.33 end
the most important pert of the function of the Commonweslth Serum ({;g{%ﬂ:ee File
Leboratories is inguiry end resesrch into the cause of disecase, the
organisms that cause various outbresks of wnknown fevers and the
improvement of methods of producing vaccines, toxins or anti-toxins

o combat those diseases, It was seid that while it is often quite

a simple task to identify a project es “originel" or "developmental®,
‘there exists a not inconsiderable area of work which cammot be so
arbitrarily clagsified, We were told that the collected papers of

the Laboratories which contain originel articles written by Dr,

Y.J. Penfold as early as 1920, confirm that from the earliest days

the Laboxatories were contributing to Moriginal® research., The

duties of Dr, V.V, Hurst, who wes appointed to the Laboratories in

Hay 1924, included research into cancer,

17. VWhen asked if some reasonsble accurate measure of the .34
amount of funds and time devoted to research vork in the early

years of the Laboratories! history was availeble it was stated

that this would be difficult to determine as recowds of the period

hed not been kept, The zecords for a later pexiod which are

clearer were s4id to reveal that approximately one helf of the

tinme of medical officers of the Laboratories was spent on

regearch and one half on production,
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18, The first iist of the Laboratories' products, coveving
twelve human bacteriel vaccines and smallpox vaccine, appeared

early in 1918, Insulin was isolated in 1922 by Banting and Best y
at ‘the Toronto University in Cenada, In 1923 the Commonwealth ond Committes

Exhibit 104/1
@s,35,51 to
54,58

File 1967/1
Serum Leboratories were one of four such institutes entrusted
with its preparation on a large scale, The fivst issve of
& handbook of veterinary products appeared on the market in
1920, ’
19, It was stated in the 1923 handbook of the Laboratories E:hi}):.t

that,at that time,Australia was well suited to the development

of the manufacture of serum, the raw materials being fodder,

horses and trained labour, It was also said that at that time
Australia was probably better equipped for this than any other country
in the world and that the Laboratories represented a settled

activity of the Commorsrealth Government in that there was no
temptation to follow a mercenary policy which wowld place

questions of public health ip a secondary position to those

of commercial. profit,

20, Prior to 1926,Australia had been largely dependent FExhibit 1041
on imported veterinary products,many of which hed been arriving

in poor condition. In addition,these products had not been made.

from straine of bacteria isolated from local disesses and

1ittle attention hed been paid by overseas menufacturers 4o

‘the need for local investigation of animal enzootics and

congequently, specific agents for 'I:he'ir prevention or treatment

had not been devised,

21, We were informed that in 1925 the Commonwealth Serum Committee File
Leboratories pioneered the use of humen blood. products in - 1967/1

the processing,for therapeutic purposes,of blood collected. from

people vho had recovered from poliomyelitis,measles, and

gearlet fever, We were also told that Australia was the only

country to adopt routine blood grouping of all sexvice personmel,

To meet this i d 4 d,the Laboratories were called on

to prepare,test and supply very large guantities of blood:

grouping serum,
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22, The activities of the Laeboratories contimued to develop Exhibit
and expend and in 1936 a farm of 325 acres was purchased at 3/6; :gg
’

Broadmeadows,nine miles from Melbowrne for the purpose of breeding 63
and holding horses in connection with serum production,

23, Extensive new buildings were planned and completed

between 1937 and 1942, This involved mainly additions to existing f:uh;:i:nd
buildings at Parkville,except for work carried out at the farm 8,68 to T0
at Broadmeadows. We were unsble to establish the extent of
incressed capacity resulting from these extensions although we
were informed that mich of the extension work had been allocated
to research functions and would not have increased production
capacity,as such,.
24. At the outbreak of the war in 1939 there was an Exhibit
additionel and unprecedented demand for biologicel products, 2)2!:/621 :?166
It was said that this had been largely foreseen in that
mch of the developmental work connected with Defence Force
requirements was pressed forward at the Laboratories before both
‘the commencement of hostilities and the Munich crisis, Tetamus
prophylactic was being developed end tested in 1938.and prepared
in quentity in 1939, During the some years,large stocks of sera and
veceines vere being accumulated for use in a serious emergency.
It was said that while a major part of these stocks was held
at Parkville, the products were dispersed throughout the State
‘branches of the Commonwealth Department of Health.,
\
25, Although. pooled hwnan serum was first produced Exhibit
in the Leboratories on & smell scale in the 1930s,general a;?/ 1Q72
production commenced in 1940 when the Australian Red Cross g;xg’;}gtee File.

Society organised a donor service and the collection of human
blood and serum on a reguler basis, In 1952 Serum frachtionation
was commenced for the production of Albumen,fibrinogin and
gamma globulin and later again for the sntiheseomophilic factox,

26, The successful devalopment of penicillin in 1943
inspired the Laboratories to commence the immediste preparatioh

of this new type of biological product, Penicillin was made.
experimentally at the Laboratories in that year, and was supplied
fivst to the Services and when sufficient supplies became available,
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was supplied, on a restricted basis, to the civilian population in
July 1944, It was. said that Aus!fralin was the first country to
make penicillin available for civilian use, )

27, In 1956 an urgent need arose for the production in
‘Anotralia on a large scale of inactivated poliomyelitis vaccine,
It was said thet probably no other 'bioloaical product has a moxe
rigid and paineteking control in the production process, This
vaccine was produced at the Laeboratories and used in large scale
anbipoliomyelitis campeiems.

‘28, Because of the non-availaebility of additional land at the
site of the Broedmeadows farm, it became necessary for a farm of
1361 acres to be purchased at Woodend in Viectoria in 1 959,. e
were informed that a muber of sites had been canvassed ond in-
spected at that fime end that the Woodend site had been considered

the most suitable, It ves said thet although the purchase price of

this farm probably hed been a determining factor in its selection,
its location and area were the two main elements which influenced
its selection, It was said thet the Voodend farm was needed for
the breediﬂg of horses required for sexum production and resting

from production processes, The farm wes also o be utilised for the
decentralization of cortain production processes and the breeding of
othexr liveetock xequired for the Leboratories! activities, We were

informed thet apaxt from the colleotion of blood £rom horses, none
of the processing of the primery product, blood, Lo the finished
product would take place at Woodend,

Exhibit 404/1
Q.74, and
Committes
File 19671

Exhibit 104/
and Q8,75 to
7

29, The witness representing the Department of Health was asked @Q,81

if, when an expansion of faxm facilities in 1959 was under dis.

cuSSion.,‘ consideration had been given to the economic advisability
of disposing of the smel) Broadmesdows form which was incapable of
further expansion. Ve were told that it hed alvays been intended

that portion of” the Broadmeadows farm whioch hed been replaced by the
Woodend faxm, would be disposed of end thot smaller animsls such as

rabbits,. guinea pigs and monkeys should contimue to be reteined at.
the Broadmeadows faym,
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30, By 1961 the wide area of activity of the Laboratories had
involved substantial capifal investment and development, The
Laboratories occupied & 23 acre site at Parkville, operated a 325
sore farm at Broadmeadows, and a 1361 acre farm at Woodend, The
capital invested in these locations exceeded $12 million, with an
anmiel turnover of epproximately $4.8 million and a staff of
approximately 1,000,

Exhibit 404/9
and Q.78
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Chapter 3
The Establishment of the Commission

31, Section 7 of the Commonveslth Serum Laboratories Act 1961 proe

vides for the establishment of the Commission in the following terms:
"(1) There shall be a Commission by the neme of the
Commonweglth Serum Laboratories Commission,

(2) The Commission = .
a} is a body corporate, with perpetusl successions
b} shall have a seals
c) has povwer to acquire, hold and dispose of real
and personel property; and
(8) may sue and be sued in its corporate name,

(3) A1l courts, judges and persons acting judicially

shall take judicial notice of the seal of the

Commission affixed to a document and shall presume

that it was quly affixed,"
32, During the Second Reading Speech on the Commonweslth Serum
Laboratories Bill, the Minister for Health, the Honourable Dr,
Donald Cameron, referred to the growth of the Laboratories inbo a
large-scale undertaking devoted to production and reseaxch designed
to prevent disease and treat serious illness in the Australien
commmnity,

33, The: Minister indicated that it vas a matter of nationel
importance that the Laboratories continue to maintain their position
in the various health fields and to meet changing and growing needs,
a flexible and efficient it was ¥ to dirvect the
affairs of such & large and important uwndertaking in & business.like
fashion, He added thaet. vwhile the ILeboratories had reached & high
status in the Auetralien and ovevseas communities within the frame-
work of departmental methods and administration, it hed been felt
that this form of administration was no longer the most effeotive for
the pu:L.‘poBeS for which the Leboratories existed., The production and
research activities undertaken by the Laboratories by 1961 ranged
over a much larger and essentially more Specialised field than in
eariier years and problems of markebing, research, administration
and manegement had become increasingly complex,

34. The Minister oxplained that the Government had been con-
scious of the inoreasing growth and complexity of the Laboratoriest

Parliamentaxy
Debates.
(H.of R.)

11 May 1961
Pp.1779-1782.



~15.

activities and hadl examined very carefully ways and means to improve

their overall administration, He emphasised that this review had '
been designed to ensure the contimed progress and development of the
Leboratories as. an. integral part of the activities of the Commonwealth
Government in the field of public health, Following this review the
Government had come to the conclusion that the establishment of-a

statutory commission comprising both business and medical men of wide.
experience would provide the most flexible, effective and therefore

efficient form of edministration,

35 It was proposed thet the biologicel products to be memi.
factured end sold by the Laboratories would be prescrived by regulaw.
tion, In accordance with the usuel approach adopted in business
activities of this nature, the Commission would adopt & policy aimed
at obtaining sufficient xevenue from the sale of products to cover
the expenditure of the Commission plus a reasonzble return on the
capitel invested, i,e,, the Commission would follow accepted business

1lines in relation to this aspect of its activities, It was also Parliamentary
intended that all products mexketed by the Commission ab. that time 2§b§t§51$§;‘
would continue o be produced, The Minister added that the May, 1961,
Government was fully seized of the importance of the research PePe 1779"1782

activities of the Laboratories and special provision had accordingly
been included in the Bill for the Commission, in accoxdance with a
determination of the Minister, to undertake research appropriate to
its functions, Special provision was to be made for the Common~
weelth to meet the cost of this research vwhere the Commissiont's
operations resulted in a loss,

36, In order to ensure that ample produc'bic;n capacity or
stocks of products were maintained by tho Commission to meet any
particnlar emergency, such as an outbresk of smallpox or to meet
the health requirements of the commnity genexally, the Govermment
proposed to permit the Commission, subjeot to the determination of
the Minister, to take the necessary steps in this direction with
finencial support from the Commonvealth, Quite a. large proportion
of the production of the Lshoratories was being purchased at that
time by the C 1th Gov t, Tt was proposed that this
should contirme and provision was accordingly sought fox the prices
of these products to be ‘determined by the Minister after consultatiom
with the: Commission,
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37. An important consideration in the transfer of the activi-
ties of the Laboretories to the control of a Commission related to
the position of the staff employed by the Laboratories at that time,
The Minister stated that this matter hed been considered carvefully by
the Government and provision was being made for the existing officers
of the Commonwesalth Serum Leboratories to retain their existing
rights as public servants and in particular their mights to furlough,
supe: tion and

P

tion,

P

38, It was also proposed that the assets of the Laboratories,

including such items as plant, machinery, equipment, book debts and

& wide variety of other items, would be transferred to the Commission,

The value of these assets plus the net amount of capital provided

from moneys appropriated by the Parliament for the purposes of the Parliesmentary
Commission would represent the capital of the Commission, I;;b;ft)zsél:}.l
However, the lfinister added that while i% was not proposed that the MNey, 1961,

PP, 17719~

Commission would pay any interest to the Commonwealth on its capital, 1782

it would make payments out of its annual profits to the Commonwealth,
He added that the Comnission's edvice would be taken into account in
determining the amounts of these payments,

39, The Commonvealth Serum Leboratories Bill provided that the
profit of the Commission should be determined in accordance with
normal accounting principles for an organisation of the type of the
Commonveal th Serum Laboratories, As with other statutory commissions
of this kind, the accounts and records of the financial transactions
of the Commission were to be subject to inspection and audit by the
Auditor-General vho would have the usual rights and responsibilities
in this regard, The Minister added that the Commission would be
subject to taxation undexr the laws of the Commonvealth but not to
‘taxation under State or Territorial lew to which the Commonveslth is
not subject, In order to ensure that the Parlisment is fully
apprised of the activities of the Commission it was also proposed
that the Commission should' prepare end furnish an annual report to
the Minister for submission to the Parliament,

40, We were informed in evidence that while the Depertment of
Health was primarily responsible for the formulation of the Common-
wealth Serum Laboratories Bill, in collaboration with the Attorney-
General's Department, the Prime Ministerfs Depaxtment, the Department
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of the Treasury and the Public Service Board hed also been consulted
during the formative stage of the Bill, The Auditor-General,
however, was not consulted at that time, In this regard the Audit
Observer, Mr, lLawrence, informed us that the formation of the
1egislatiox;.' had preceded the date on which the Awditor-General had
made représentations to the Attorney-General's Department and the
Department of ths Tremsury in respect of the Audit Office being cone
sulted in advance of legislation being prep As a i\

of those representations, Treasury Circular 1964/G7 of 5 August,
1964, had been issued advising departments that before referring
legislative proposels affecting accounting and audit to the
Pariiamentary Draftsman, they should consult the Auditor-General!s
Office and the Tressury, end that the departmental advice to the
Parliameniary Draftoman should indicate that this consultation had
been effected, The Circular slso requested that if amendments of
legiglation affecting other than accounting and audit provisions are
under consideration, the Treasury and the Auditor-Genersl's Office
should, if practicable, be informed so that opportunity masy be taken
%o review the provisions affecting accounting and audit procedures,
Mn, Lawrence confirmed, however, that sections 41 and 44 of the

C alth Serun Lat bories Aot which relate to the audit of the
Comnission's accounts and f:i.nanoiaa. statements associated with the
Commission's anmal reports sre consistent with modern leglalation
and are generally acceptable to the Auditor~General.

1, The Commonwealth Sexum Laboratories Act was.
assented. to on 2 June 1961 and, in accordance with Section 2 of that
Aok, came into operation on 2 Wovember 1961 by proclamation,

42, The details of the sections of the Commonwealth Serum
Leboratories Aot to which your Committee directed its examination
are set out in the following ochapters of this Repoxt,

Q8,174 to
177
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Chapter 4

The Constitution of the Commission

b3, Section 8 of the Commonw?alth Serum Laboratories Act provides
as follows:-

"(1.). The Commission shall consist of -

(a) four Commissioners, one of whom is a medical
practitioner registered under a law of a
State or a Territory of the Commonwealth
providing for the registration of medical
practitioners; and

(b) the Director..

(2.) The Commissioners referred to in paragraph (a) of
the last preceding sub-section shall be appointed
by the Governor-General.

(3.) The Governor-General shall appoint one of the
Commissioners appointed by the Governor-General
to be the Chairman, and another of the Commissioners
appointed by the Governor-General to be the Vice-
Chairman, of the Commission.

(4.) The Commissioners first appointed by the Governor-
General shall be appointed to hold office -

(a) in the case of two such Commissioners - for
four years; and

(b} in the case of the other two such Commissioners -
for two years.

(5.) After the appointment of the four Commissioners
first appointed by the Governor-General, each
further appointment of a Commissioner by the
Governor-General shall, subject to this section, be
for a period of four years.

(6.) 1In the event of a Commissioner appointed by the
Governor-General ceasing to hold office before the
termination of the period of his appointment, another
Commissioner may be appointed in his place for the
remainder of that period.

(7.) A Commissioner appointed by the Governor-General is
eligible for re-appointment.

(8.) A person who -

(a) has a financial interest, whether direct or
indirect, in a company that is engaged in, or
a business enterprise that is carried on wholly
or partly for the purpose of, the production or
wholesale distribution of pharmaceutjical products
(including biclogical products of a kind used
for therapeutic purposes); or

(b) is a director, officer or employee of a company
that is so engaged,

shall not be appointed under this section as a
Commig iorer
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(9) The exerolse or performence of the powers or
functions of the Commiseion is not affected by reason
only of there being a vacanoy in the office of a
Commissionexr,"”

44, In regaxrd to this section we questioned the witnesses on

the matter of the inclusion of the Director of the laboratories as a
member of the Conmission and the changes thet had. occurred in the
membership of the Commission since 1ts’inception. In relation to the
position of the Director we were informed that it is not wmsual for

the occupant of such an office to enjoy membership of a Commission

and it was thought that the underlying intention was that the Q8,181 to
Director would be entitled to be present at all meetings of the 185
Commission and to be fully advised on the Commission's intentions as
regaxds its policies and activities, At the same time the Director

would be in & position to state his views on matters under Comnission
consideration and hence to influence the decisions teken,

454 In regord to membership of the Commission we were informed
thet the Commission comprised originelly Me, C.S, Butt, C.M.G., as
Cheirman; Mz, J.A. Hancock, as Vice-Chairman; I, 0.G, Meyex,

0.B.E., E.D,; Professor E,8,J, King and Dz, G,V, Greville, who was Q,1686 and
Committee

the Director of the Laboratories, Details of changes in the member- File 1967, /1

ship of the Commission since the first appointments were made have
been as follows: Ir, C,S, Butt was appointed for two years with
effect from 2 November, 1961, and was re-appointed for four years
with effect from 2 November, 1963, Ifr, Butt resigned on the grounds
of i1l health ax;xd his resignation was accepted with effeot from 1
Hay, 1967, Hr, F.J. Davis was appointed for the remasinder of Mr,
Buttt's term as Chairmaen and was reappointed for a peried of four yeu-u'
commencing 2 November, 1967. I, J, A, Hencock was appointed for
four years with effect from 2 November, 1961, I, Hancock has been
Vice-Chairmen since his appointment, Professor E.S,T, King was'
appointed for four years with effect from 2 November, 1961, and was
re~appointed for four years with effect from 2 Wovember, 1965,
Professor King-died on 23 Maxchy 1966y end Dr, J.L. Frew wes
eppointed,on 15 March, 1966,. for the Dbalance of Professor King's
period of office until and including -t November, 1969, Mz, 0\Gw
Meyer was appointed for two yesrs with effeot from 2 November, 1961,
and re~gppointed for four years with ef.‘!.‘eqt from 2 November, 1963,
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46, Sectfons 10 and 11 (1) of the C 1th Serum Laboratories

Act provide as follows:-

" 10, The Minister may gront leave of ebsence to & Commissionexr
appointed by the Governor~General upon such terms and
conditions as to remmeration or otherwise as the
Minister determines,

1M, = (1) Vhere the Minister grants leave -of absence
under the last preceding section to a Commissionex
appointed by the Governor-General, the Minister may
appoint & person to act as a Commissioner during
+that sbsence, and a person so eppointed has all the
povers and functions of a Commissionex,™

47, The evidence showed that leave granted under these sections.

had been as follows:
Mr, Butt was granted leave from mid-Mey 1963 for a

period of 2% months and from the end of February 1966 for
& period of two months, on both occasions to conduct
official business on behalf of the Commission, Mr, Hancock
was granted leave from 12 May, 1962 until 31 July,1962 and
from 3 May, 1967 to 1 July, 1967. Mr, 0.G, Meyer was
granted leave from 7 September, 1963 until early Octobex,
1963 and from 26 Auguet, 1965 until 14 October, 1965,

48, On two occasions in 1967, Mr, D,G, Dunlop, First
Assistent Divector-General, Department of Health, acted as
temporary replacement on the Commission during the sbsence of
Mr, Hancock and }Mr, Meyer overseas, On both occasions Mr, Dunlop
received his usual Public Semvice remuneration only,

49, Section 12 of the Act providea for the remmeration of
Commission Mesbers in the following termss.
" 12, A Commissioner appointed by the Governor.General
shall be paid such remmeration (if any) and such

allowances (if any) as the Governor-General
determines." - ’

504 We were informed thet remumeration is paid on an anmal
basis, Approvals for leave granted to Commissioners have inocluded
the provision that the remuneration would oonf:im;.e. Rates of

tion and all peid to Commissioners, were submitted
to us in confidence, We were informed that one change in the rate
of remmneration had heen made in July, 1965. 411 Commissioners,

Q,187 and
Committee
File 1967/1

Q8, 672 and
673

8,188 to
192

Q8,674 and
675 and
Committee
File 1967/1
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excepting the Acting Commissioner at the time of our inquiry, Mr,
BDunlop, an officer of the Department of Health, were paid travelling
allowence at the same rate and subject to the same conditions as
travelling ellowance payeble to & permenent head of & Commonwealth
Department, It was stated that there has been no alteration to this
principle since the formation of the Commission,

51, Section 15 (2) and (3) of the Commonwealth Serum
Leboratories Act provides as followsi~
"(2) A Commissioner who is directly or indirectly

interested in a contract made or proposed to be
made by the Commission, otherwise than as a
member, and in common with the other members, of
an incorporated company consisting of not less than
twenty-five persons, shall, as soon as possible
after the relevant facts have come to his knowledge,

disclose the nature of his interest at a meeting of
the Commission,

(3) A disclosure under the last preceding sub-section
shall be recorded in the minubes of the Commission,
and the Commissioner -

(a) ohell not take part after the disclosure in
any deliberation or decision of the Commission
with respect to that contracty and

(b) shall be disregarded for the purpose of cone
stitubting & quorum of the Commission for any
such deliberation or decision,”

52, We were informed that periodically the Secretary of the
Comnission requests that Commissioners declare their holdings and
interests in other companies, It was asaid that on two occasions in
the past four years Commissioners had declared an interest in a
oontract made or proposed to be made by the Commission, One was
related to the selection of insurance brokera and the other was in
respeot of a supplier of raw materials to the Commission, We were
assured that similar action could be expected should similar oircum-
stances arise in the future,

53, Section 16 (2). (3) and (4) of the Commonvealth Sexum
Laboratories Act provides as follows for Meebings of the Commissiong
"(2) The Chairman shall not permit. & period exceeding five

weeks to elapse between a meeting of the Commission
and the next meeting of the Commission,

Q8,705 and
706
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(3) The Chafrman shell, on receipt of & written reguest
signed by & Commissioner, convene a meeting of the
Commission,

(4) The Minister may at any time convene & meeting of
the Commission,™

54 The Commission supplied us vith & copy of the dates of
meetings held by the Commiasion since its establishment, and also

of the attendance of Commissioners at meetings, It was noted that
on many occasions the Commission had met at least twice in one month
while on othexr occasions the intervels between meetings have
approached the limit provided, It was said that while the provision
of this sub-section is obviously to ensure that regular meetings of
the Commission are held there are ococasions on which meetings need
to be held more frequently. It was also said that oircumstances had
arisen whereby a meeting of the Conﬁussion had been convened in

Qs,297, 292

File 1957/1

order to comply with this provision of the Act, The witness repre~ Q.766
senting the Commission seid that in his experience the provision of
Section 16 (3) had not been invoked, It was noted, however, that
without statutory provision the situation could arise vhere the
Cheirman would. not call the Commission togethex,
556 With respect to Section 16 (4), the witness representing Q198
the Department of Health was unaware of the full ciroumstances
under whioh this provision might be used, The Minister has called
only one meeting of the Commission, the first to he convened,
56, Section 17 of the Commonwealth Serum Laboratories Act
provides as follovSse
™7, (1) The Commission may, either generally or in relation

to a matter or class of mabters and either in

relation to the whole of the Commonwealth or to a

State. or part of the Commonwealth, by writing under

its seal, delegate all or any of its powers under

this Aot (except this power of delegation),

(2) A power so delegated may be exercised by the
. delegate in accordance with the instrument of
delegation,
(3) 4 delegation under $his section s zevocsble at

will and does not prevent the exercise of a power

by the Commission,'
5T While the Comimissionerts power of delegation is effectively Qs,199 200,

205 and 293

unlimited, and formulated by the Commission itself, a major part of
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the delegation, at the time of our public hearing of 25 May, 1967, was
concerned vwith establishment matters, At the same hearing, it was
said that the existing delegations, produced in 1961, and in the form
of a written deteiled authority, had been made to Dx, Lane, Director
of the Loboratories, to the Deputy Director (Commercial)s +the
HMarketing Mansger, and to a limited ex$ent, to the Deputy Director
(Technical), It was said that these delegations had become somewhat
obsolete because of staff, organisational. and other changes, The:
opinion waes expressed, however, that a more flexible scheme of
delegation was desirable and it vas said that delegations of this
kind were in the process of being prepared,

58, During the f£inal hearing of our Inguiry, heid on 26
February, 1968, we were informed that in & functional sense & good
deal of progress had been made in the preparation of delegations,
Although a written authority had not been prepa:ced, officers to whom
delegations have been made were fully aware of vhat the delegations
involve and vere carrying out thefr functions' under the delegations,
Vhile it was claimed that the system was working very satisfactorily,
it wes said that a written :f.‘orm of aubthority would probably need to
be prepared and that a decision on the mabtter could be meds within a.
yeaxr,

Q8,714 and
75
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Chapter 5
The Functions of the Commission

59 The functions of the Serum Laborstories Commission are set
out as follows in Section 19 of the Commonwealth Serum Laboratories
Act 1961:-

"(a) to produce and sell such biologicrl products of a kind
used for therapeutic purposes as are presoribed and to
undertake research in comnection with any such pre-
gcribed product;

(b) if the Minister so determines -

(1) to undertake research tovards the products of
i a kind used for therapeutic purposes, being

products other then products prescribed for
the purpese of the last preceding paragraph;
and

(i1) o ‘instell or meintain plant or equipment
capable of belng used for the production of
biologicel products, and to produce and hold
stocks of biological products, for purposes
other than immediate sale of those products,

in accordence vith the determination; and

(o) subject to the lost two preceding pavagraphs, to
carry on the undertaking known as the Commonwealth
Serum Leboratories,

and are exercisable for or in rolation to any purpose of the Commonm
vealth including any of the following purposes:~

(4). the defence of the Cormonweslth;
(e) external effeimvsy

(£f) trade and commerce with other countries or smong the
Statesy

(g) the provision by the Commonwealth of pi tical,
sickness or hospital benefits or of medical or
dental services;

(h) quarentine; and
(i) a Texritory of the Commonweslth.

60, The witness representing the Deportment of Health said that Q9,206 and
the functions provided for by Section 19 (a) would be similar to 207

those carried out by the Laboratories prior to the formation of the

Commission, It had been envisaged that the Cormission should be

perfectly free to embark on research work associated with presoribed

products, ' :

61 Section 19 (b) (1) enables the Commission to undertske pure Q,209
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xesearch not associated with fo production in d with
avenues thet the Minister may consider desirable, It was said that
this sub-section provides for pure, 8s opposed to commercial
research, For example, a projoct based on ideas received from
another country, or one originated in the Laboratories of the
Commission may or may not lead to benefits in the general pruvention
of disease and morbidity or mortality, but which, as seen at the
outoet, would not be directed towards the production of an actual
commercial product,

62, Section 19 {b) (ii) provides for the production and holding
of stocke of hioclogical producta for purposes other than their
immediate cale, An example of stocks prescribed by this sub-section
18 that of calf lymph held for use should an outbresk of smallpox
occur in Australis,

63, The view was expresced thet the broad effect of section 19
was to confine, restrict and 1limit the sctivities of the Laboratories
in that there is no provision for flexibility of operation or
opportunity to diversify production,

Production

64, Celf lymph was produced under Commonveslth contaol

between 1912 and 1915, prior to the esteblishment of the Commonvealth
Serum Laboratories, It was said that immediately the Laboratoriest
nev buildings vere ocoupied in 1918, profuction commenced to the ex-
tent of the installed oapacity. Production figures for the
Laboratories! early years are not available,

65, Vhile existing records do not disclose when actual develop-
mental work on veterinary products commenced, the Leboratories®
products appeared on the merket in 1920, Details of production of
selected human end veterinary products by the Leboratories for the
years 1946-4T, 1956-57 and 1960-61 are given in Table No, 1

Q.209

Q. 763

Qa. 30 to 32

Q.54 and
Committee
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Table Ho,1

Commonweslth Serum Laboratories

Production of Selected Human and Veterin

Products (1946-47: 1

6572 1960-61

Year
Produch Hoombepnt
1 1946-47 195657 1960-61

Penicilling Itillion mega 0.12 T7.04 5e2
Bacterial Vaccines (Iuman) | Doses 250,000% 500, 000¥% 2,900,000
Prophylactics (Human) .
(Singre and Tixed) Doses 1,100,000 | 1,500,000% | 2,900,000
Virus Vaccines (MHuman)
(Excluding Pol io) Doses 425,000 804,000 1,441,000
Poliomyolitis Vaccine {Salk)| Doses - 5,465,000 2,000, 000
' Anti-toxins Million unite 660 914 1,990
Antivenenes Million units 1,491 14,17 T4
Hyperimmme Soxra Litres 9546 53,5 119
Insulins 1i1lion units | 114.0 229,0 448%%
Blood (Human) for )
Froctionation Litres 0 14,202 21,768
Virus Vaccines (Veterinaxy) | Doses 933,000 3,520,000 4,000,000
?g::gﬁ‘;’;r;‘)w“““ Doses 8,000,000%  [10,700,000% * {16,400,000
Tissue Culture Agents

8) Materiels Litres ) ] [} 635

b) Cell Preporations Cultures 0 0 75,000
Pharmaceutical Type

Preparations

a} Capsules - 0 0o [

b) Tablets - o |2,500,000¢ | 5,400,000*

¢) Suspensions Litres. [} [o] 1,570
Tuberouling (old Tubercwlin, |
Purified Protein Derivative [ Doses 1,184,000 | 2,492,000% |} 3,443,000%

‘| and Synthetic Hedia) i -

Diagnostic Agents ml,, 42,000 By 145,000
Hedia "Contedners | 103,000 207,000 300,000

n.a, - Not available % = Estimated production

glands to avoid detericration,
to Packing Departments

Sources Department of Health

#* o Treatment. of panoreas

Exoess. production stored in bulk and not sent
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66, Sera, vaccines and olher biological products produced by
the Laboratories between 1918 and 1961 ranged over those used in
protection against quarantineble diseases such as smellpox, cholera,
plague and yellow fever; domestic infectious discases such as
diphtheria, whooping cough, tetanus; non-infectious or mildly
infectious diseases such as staphylococeus infections, boils and
skin diseases and other products of metabolic interest such as insulin
for disbetes, thyroid production and pituitary production from the
pituitery gland vhich concerns growth end associated mechanisms, The
Leboratories commenced the production of veterinary products
with the addibtion to ite pwoducts of vaccines wwed in the prevention
of exotic diseases such as black leg,

67, Deteils of the range of human sera vaccines end other human
biological porducts produced by the Laboratories between 1919 and
1961 are given in Table No,2 while those of veterinary products
produced. between 1920 and 1961 are given in Pable No,3

Table MNo,2
Commonwealth Serum Leboratories

Humen Sera Vecoines ond other Human Biolopmical Products Produced

(Selected Years)

Product Humber' in Category* g;iii:::e
1919 {1920 | 1925 1935 { 1939 [ 1943 | 1953 | 1961 | File 1967/1
Bacterisl Vacecines 13 16 26| 29 29 24 14 12
Smallpox Vaceines | 1 1 1 1 1 1 1 1
Sera, ) 6 10 17 21 23 26 14 12|
Medie 15 15 26 - 48 5% 31 45 58
Tuberculins : 1 31 7 7 7 9 7 6
 Diagnostic Agents - | 27 64 ‘ 3 671 14| 116] 180
Allergen Produots | wm | wm 717 122) 178] 18] 196] 202
Endoorine Products | '
" Insulin O 1 1 1} 2 4l 7
Other - — 1 3 i 3 3 5 4t
Antivenenes [P RV - 1 1 1 ki 6
Prophylactios - UV R - W3 11 17| 12
Antibiotics i ‘
Peniocillin - - N B . 13 1 7
Other - - [ - - e B P 2
Diluents . AT (SR RISy puUERS SRS Y 4l 4
Totel: . 36| 72| 214| 306 364] 420| 43| 513

* Varying strengths of a product have not been cownted séparately,
Source: Department of Weaith
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Table No.3

Commonweai th Serum Laboratories

Yeterinary Sera Vaccines and other Veterinary Biologicsl Products Produced
(Selected Years)

Produch Number in Category* Q.35 and
" 1920 [ 1922 | 1927 [ 1934 [ 1939 | 1946 | 1952 [ 1961 | Gommtttae
' 1967/1
Meﬂd_e, —— - —— **% #¥* t23 *% ¥
Tuberculins 2 4 6 7 8 6| 5 2
Diagnostic Agents - - [T - 2 2y 3
Sera - 1 2 4 5 6 6 10
Baocterial Vacoines — 3 9l 121 12| 14| 14| 1
Endocrine Produste - - BN fal L
Antivenenes - - — - | - | RE
| Virus o —— - e 2 4 8 6
Pendoillin ey | Heq
Diluents * *
Totals 2| 8| 7] "% TE] ) 36|
* Varying strengths of & product have not been counted separately,
*¥  Human preporations are also used in this xrange,
#%%  Human preparations used for veterinsry purposes would be
additional,
Sources Department of Heelth,
Penicillin
68, There are tvo primary menufacturers of penioillin G and Qs,781, 315
peniofllin ¥ in Austrelia, Theso ave Glaxo-Allenbury's (Australis)  Soo 3?1‘;‘2‘;_

Pty, Ltd,, loocated at Port Fairy, Victoria, and the Commonveslth

Serum Lak tories

The tvio

both subject to very preoise standards set by the Woxld Health

. Orgsnisation, the BritishPhaxmocopoeia and the United States
Pharmaoopoeis, 411 mamufactureds must conform to these standaxds,.
The production of penicillin begins with the growth of mould in a
tank, the contents of which consist of concentrated -penioillin,

. poiential volume of produotioxi from a talk of concentrated. pencillin
18 vapisble, depending on the strain of mould used.and growth con-
ditions in the tank, A first step in increasing productivity is to

forms of penicillin, G and V, are

The.

63
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develop a sirain of mould and growth conditions vwhich will maximise
the yield from a given input of raw materials, Another stage in
which productivity may be increased is during the various processes
in which penicillin is extracted from the materiad in the tank and
converted into the final product, It was said that improvements of
the latter kind had increased efficiency by some 15 percent, The
inorease in the in-tank yield, however, had been a very much higher
percentege than that,

69, Although the Laboratories commenced production of penicillin Q,71,

G in 1943, it was first made available to the civilian population in
Australia on & restricted basis in July, 1944, Production by the
Leboratories of penicillin V commenced in 1955-56, During our
inquivy into Expenditure from the Advance to the Treasurer for 1961
62, 1t was stated that the level of production of penicillin by the
Laboratories depended on its demend, Details of penicillin produc
tion in the years 1946-47 to 1960-61 are given in Table No, &4

Table No, b
Commonwealth Serum Leboraetories

Peniciliin Production: 194647 %o 196061
(1111ion mega units)

Year Quantity Year Quantity
194647 0,12 1954-55 5.23
194748 e84 1955-56 5.38
1948.49 | 0,20 195657 T.04
1949~50 0,54 ) 1957-58 8,10
1950-51 0,87 1958-59 12,5
195152 1.72 1959~60 17.12
195253 5,51 196061 5¢26%
1953-54 558 i '

n.&, - Not Available .
* . Plant shut down Jemuery-June (inclusive) 1961,

Sourcet Department of Health

Committee
File 1967/1
and Ppa.
No.152 of
1962 and
No.221 of
1962-63.

Q.32 and
Committee
File 1967/1
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70, ’ During our inguiry into Expenditure from the Advance to Pp. No,112
the Treasurer 1960~61 it was said that an emergency meeting had been of 196%

" called at the Laboratories in October, 1960 at which it hed been

decided that production of penicillin would be reduced, Production

subsequently began to decline in October and ceased at the end of

December of that year, Evidence given at our inguiry into Expendituxe

from the Advance to the Treasurer for the following yeor indicated Pp. No,152
that the estimates for that year had provided for the production of of 1962
135 tenks of penicillin, However, production did not commence unbil

February and only 82 tanks wexre completed during the year,

T The Conmission advised the Tariff Board during the Board's  Pp,No,221
inquiry into the peniecillin industry in 1962 that & considerasble sum of 1962-63
had been spent in the years prior o the inquiry in improving pro-

duction methods, seeking technicel knowledge, negotiating license

ts, and 11y developing the ability of the organisation

to produce penicillin to meeb the needs of the commmity, However,

folloving the accumilation of subsbantial stocks resulbing from

lower sales due to increased competition from imports following the

removal of import licensing controls in February 1960, the

Leboratories su ded production of all penicilliins on 1 Jamery

1961 and did not resume production until late Februaxry 1962,

T2, It was indicated during our present inguiry that the Qs,89, 91
zreason for the Teduced outpub of penicillin ab thet time was the g:‘;ﬁtz‘;d
sucoessful efforts made to increase the productivity of the plant File 1967/1
vhich coinoided with a maxked inorease in the availability of

imported. penicillin, Vhen asked why the Depertment of Health and

the Laboratories had been unable at the time to make a. vealistio

assessment of the guantity of output arising from the improved

methods of produoiion, it was said that the success of research

ectivities was such that they "overtook" the production methods,

Although the introduction of improved methods of production was a

continuing process they were said to have become apparent in 1960.61,

73, In the Commission's Report for 196162 it was said that the.
operation of the penicillin fermentetion plant recommenced in late
Pebruary 1962, In four months, by the use of some new equipment and
high yielding strains of penieillin producing x_iauld, the produotivity
of the plant was raised very considerably ghove previoizs levels,
‘:':'hile process improvements contributed materially o weducé produotion
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oos‘bs'duxing 196162, full advantage could not be taken of these
during the perfod because seles only werranted operation of the plant
at less then half its capacity,

744 The Comnission reported that during 1962.63 there had been
8 steady improvement in penicillin fermentation, extraction, and
purification yields and that there had been an inorease in produc~
tion of benzathine penicilliin G, The range of penicillin produscts was
inoreased during this yeer to include benzathine penicillin & tablets,
“Optifen” brand of phenethicillin and “Aquacaine G" brand of
disposable syringe of penicillin G, The Commiasion's Report for
1963-64 indicated thet the production of various penicillins con-
tinued with high yield being maintained during that yeam, Al though
the level of activity in the formentotion stages did not require the
full capacity of available fermentation plent during 1963-64, it was
noted in the Commission's Report for that year, that an increase in
the scale of this work occurred, particularly during the last quarter
of the year, to meet a greater demand for bulk penicillin, The range
of peniéilling prod d by the Lak tories was i d with the
introduction of new preparations of semi-synthetic penicilline during
1963-64,

5 The Tariff Board reported, in March 1963 that the two P.pe No,221
Australian menufacturers had the coubined capacity to produce the of 1962-63
main types of primary penicillins in quantities excecding the total

‘demand and thet capacity existed for the dispensing and packing of

preperations of peniéillin on a scele in excess of the regquirements

of the market, The Beard also nobed that the production of the

main types of penioillins had been rationalised by the industry on

the bosis thet for the time being at lesst, one mamufacturer would

concentrate on the production of penfcillin G whilst the other would.

consentrate on the production of penicillin ¥,

76+ During 1964-65 the commissioning of & new 25,000 gallon
penicillin fermentation tenk wes completed ond trisl Tuns on a second.
3 25,000 gallon tank commenced later in the seme year, I4 was reporbed
by the Commission in the following year that e mexled increase in
demand for formilated. penicillin products in capsule, tablet end suse
pension forms had overtaxed existing facilities and steps were taken
to obtain additional production equipment, Laxge export orders for.
bulk penicillin during 1966.6T Wwere met by operating the plant at
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almost maximum capacity for seversl months, It was said that the

demand for formilated penicillin products in capsule, teblet and sus.

pension forms necessitated the working of three shifts, seven days 8

week for a large part of the time, The introduction of a new broth

stripping plant was said to have reduced the loss of solvent by forty five

per cent in 196667, It was seid thet this process involves the Q.757 and
recovery of penicillin from an orgenic. solvent and its re-use by 58
purification and distillation, It was indicated thet reductions in

operating costs, due to the introduction of this procedure, involved

some $43,000 in the first half of the financial year 196667,

‘o Insulin

TTe 4s noted in Chapter2 , the Laboratories commenced pro- Q.32 and
duction of insulin in 1923, In the finencial year 192324, 1.5 g;"fz‘;‘;g‘; '/
million units of inswlin were produced, while in 193435, 39.2

nillion units were produced and in 1945-46, production hed

inoreased to 174,0 million units, Details of insulin production in

latexr years a.re" given in Table No, 5

5

Teble No,
Commonwealth Serum Leboratories

Issues of Tnswlin from Produotion Depextment to Packing Department
(194647 to 1960-61)

Yeax Quantity i Q.32 and
Committes
(11i1240ns of Unita) File 1967/1

1946~47 14445
| 1947-48 170,5
- 1948.49 ‘ 181,3
1949-50 19745
195051 224,8
195152 ‘ 245.3
1952453 257.8
1953-54 276,0
1954-55 i 274,7
1955-56 | 254,6
195657 229,0.
1957-58 . 216,7
1956-59. - . 242,0.
195960 211,0
1960-61 . 166.0

Source: Department of Health.
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T8 Raw material for the production of insulin is the pancreas  Qs,375 and
gland of cattle, preferably calves. Ixcept for a very small per- 376
centage, these glands are discarded as being of no velue during the

slaughtering process, Preparation of the glands for the production

of insulin necessitates their removal and separation within mirutes

of slaughtering, involving an additionel operation in the slaughter

ing procedure, An approach to the relevant unions by the

Leboratories resulted in the unions extending their full co-operation

in the matter,

9 The price, determined by the large meat works, for pancreas @s, 375 and
glends supplied o the Laboratories was said to be commensurate with

the procedures involved in their recovery, Extensive negotiations

have taken place between the Lohoratories and ababtoirs in this

matter and a reasonably satisfactory price has been agreed upon, It

wes indicated, hovwever, that the position is such that if the

abatboirs cennot obtain a satisfactory price from their point of

view they prefer not to supply the glands to the Leboratories,

80, The Commission's Report for 1961-62 indicated that the
Laboratories were, at that bime, the only basic memufacturers of
crystalline insulin in Australia and thet capacity at that time was
such that Australiats requirement of insulin as well as a surplus
for export could be produced, It was also noted in that Report that
Australia had one of the largest readily availshle supplies of
pancreas glands in the world for the manufecture of insulin,

81, During 1962-.63 the Commission's insulin plant was inopera-
tive beosuse of the availability of imported inswlin, Formiletion
of insulin products during this period was continued, however, by
drawing from eccumileted stocks of orystalline insulin, The
Commission's Repoxt for 196465 indicated that subsequent to a tshut
down! period of more than four years, exbtraction of insulin from
pancreas glands had been resumed in a relocated and modernized plant
capable of meeting the total requirements of the Commonvesith, We Q351
were told in evidence that a very large reserve stook of what could
be termed the finsl stage intermediate insulin, hed been held by the
Laboratories at the beginning of the !shut down! pericd. For this
reason the primery manwfacture of insulin was discontinued and the
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plant was used intermittently for the production of other biologicsl
products,

82,

+ Blood Products

The Commonwealth Serum Loebhoratories pioneered the use of
human blood products when in 1925 blood.which had been donated by

Committee
File 1967/1

people vho had recovered from poliomyelitis, measles and scerlet
The methods
used to obtain the sera were adopted on & large scale when blood
products were required during the 1939-45 war, - The Laboratories
have always worked in close and satisfactory co-operation with the

fever was first p

d for

3

tic purposes,

Auptralian Red Cross Sooiety and its Blood Transfusion Service,

83,

General production of serum was

Pooled human serum was first produced at the Laboratories Q,72 and
on a small scale in the 1930!s,

Committee
File 1967/1

commenced in 1940 when the Australian Red Cross Society orgenised a
donor sexvice and the collection of human blood end serum on a
regular basis, Details of humsn ‘and bovine blood fraction products
produced at the Laboratories in the period 1953-54 to 19'60-61 are
given in Table Yo, 6

Human and Bovine Blood Fraction (1953-54 to 1960-61)

Commonwealth Sexum Lab

Table No.6_

oxatories

Q.32 and
Committee
File 1967/1

Buman Bovine
Yeax . Pooled g
Plasma Gamma~ | Fibrin.| Packed Plasma | Albumin
Received | ATPumn | 9 uiinl ogen | ]s{m Red. Cells || Received | Produced
(1itres) | (vottles).| (1itres) | (gms) (litx:es) (wnits) |f (1itres) | (gms)
195354 | 3,387 - - - 2,508 | - 6 | -
195455 [ 10,159 | 7,590 12 - 2,17 - 95 600
1955-56 | 14,131 8,060 1 - 2,083 - 508 6,850
195657 | 14,202 | 9,560 13 | 1,300] 2,238 - 700 9,400
1957-58 | 16,670 | 10,800 46 980 | 2,175 - . 2,144 9,000
1956-59 | 17,320 | 13,790 176 | 1,185]. 1,844 - 1,636 | 22,200
1959-60 | 18,960 | 19,610 238 1,810 1,762 587" ||. 1,969 | 37,600
1960-61 | 21,768 | 19,690 315 | 2,767 1,476 | 2,268 2,219 | 34,200
Sources Department of Health
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84, Human plasma and placentae are the sources of blood frac. Committee
tions, During 1962-63 the volume of human plasma and placentae - File 1567/1
received from the State Divisions of the Red Cross Society increased

end fractionation of plasma supplied from New Zealand end return of

the resultant fractions was pl'aced on & routine basis, Commissioning

of an enlarged serum fractionation plant in a new location was come

pleted in 1964-65,

« Other Human Products

85, As shom in Table No,2 the number of products produced and
olassified as Bacterial Vaccines increased from 13 in 1919 to 29 in

1935 and then declined to 12 in 1961, An underlying cause of the

decline in the muber of products produced in this group was related Q,558
to research which indicated that certain vaccines should be dise.

carded, Another reason given for the decline in the mumber of bace

‘terial vaccines produced was the consolidation of various vaccines

into multiple purpose vaceines, A similar trend in the number of Pro~

ducts produced in the group clessified as "sera" was said to be due

to similar factors,

86, The Commission reported that the production of embitoxins
and antivenines was satisfactory for the year 1961.62 and that the
production of Heparin became fully esteblished during that yeer,
Several new allergen extracts including insect, mould, pollen and
bacterial vaccines were mede available for issue in 196162,

87, In its Report for 1963-64 the Commizsion noted. that there
had been an increase in the output of prophylactics for human use
such as BCG vaccine and triple antigen ond that a number of mixed
ellergen extracts had been prepared to facilitate testing for
allergies, The range of disgnostic agents was further developed
during 1963-64 to satisfy the more specialised procedures practiced
in hospital diagnostic laboratories,

68, In 196465 progress was made by the Laboratories in the
Gevelopment of more specific diagnostioc reagents, particularly those
used in the detection of enteric infections, Turing that i,'ea.r work
was undertaken on the preparation and purification of human hormone
preparations on behalf of institutions concerned in the application
of those products in medicine, This work was said to exemplify the
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successful integration of the Laboratories: h and production
activities,
89, In its Report for 196566 the Commission noted that its pro-

duction of tissue culture medis materisl had increased markedly during
that year to meet the & ds of 1ak tories in Australia,

« Veterinary Products
90, Detoils of the number of veterinery products produced by the
Leboratories during the period 1920 to 1961 are chown in Table No, 3
It vas said that the increase in the number of products, from 2 in
1920 to 36 in 1952 was due mainly to the introduction of new and Q,594
better products, During 1961-62 more economic production of a mumber
of veterinary vaceines resulted from the introduction of larger tenks
for the preparation of an improved pulpy kidney vaccihe. In that
year the Laboratories! production of other veterinary vaccines was
increased to meet the demand, including export demand, for products
such as tuberculin in synthetic medium,

M. New veterinary products introduced by the Commission in
1962~63 included pulpy kidney-tetemus vaccine for use in the treatw
ment of sheep and "Pencommas Blue", a brand of penicillin, In that
year there was an increase in the production of various virus
vaceines for the powltry industry, New veterinary products merketed
by the Leboratories during 1963-64 included oanine distemper vaccine,
"Zrespen®, amilti-purpose penicillin, and “Bryvac", a vaccine fox
the prevention of swine erysipeles, During 1963-64 the Laboratories

_ co=opexated with agricultural and veberinary authorities in
Queensland in the development of a bivalent botulinum vacoine,
During 1965-66 additional purified, concentrated and mixed veterinary
vaceines were brought into routine production by the Leboratories,
Veterinary vaccine production wes maintained at a very high level in
the earlier months of the finencial year 1966-67 in oxder to meet
the incrensed demand from primery producers. following the easing of
the drought conditions,

Quelity Control ]
92, It was seid thet heving regard to the nature of the 3,364 and’

Laboratories and the Comnission's highly developed sense of public
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regponsibility, the highest possible safety precaubions both in pro-
duction and quality control are maintained, For most of the
Lehoratories? products there are prescribed British Pharmacopoeia ox
British Veterinary Codex standards which must be met, It was said
that as, in a sense the Laboratories provide & standard of comparison,
the prescribed stendards are in some instances exceeded, to the point
of being extremely high,

93, The total number of batches of a1l products tested by the
Laboratories during 1966-67 was significantly higher than in 1965.66,
The increased work lood involved was reflected by the number of

botches of parental products tested for sterility during the yesr
i.e, 8,969 as against 7,825 in the previous year, The Laboratorieat
membexrship of the National Association of Testing Agthoritiesi
zesulted in more then 160 asseys being conducted for clients within
Australie during 1966-67,.

Capacity

. Penicillin
9 Deteils of oapacity for the production of penicillins were
submitted in confidence to the Tariff Board by Glaxo-Allenburys
(Australia) Pty. Ltd, and the Commonwealth Sexrum Leboratories
Commission during the Board's inquiry into that indwstry, On 29
Maxch 1963, the Board reported that these manufacturens hed. the come
bined copacity to produce the mein types of primary penicillins in
quentities exceeding the tolal demand and that capacity existed for
the dispensing and packing of preparations of penicillin on a scale
in excess of the requirements of the market,

« Other Products

95 In ite 1963.64 Report the Commonveelth Serum Leboreatories
Commission stoated that the transfer of the blood fractionation ace
tivities of the Leboratories to & modern production ervea which wes.
nearing completion would permit an expansion of the volume of blood
" plesma processed on behalf of the Australisn Red Cross Society,
Important works commenced ox completed for the Laboratories during
that year included the mechanisation of some production processes,

.96, During 1964~65 improvements were made in the effiociency of
production in several fields end these in turn permitied plant

P.p. Fo.221°
of 196263
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capacity to be move effectively utilised, During that yeax general,
modifications to production aress and plant were undertaken to
facilitate laxger batch scale production, Commissioning of the en-
Iexged serum’fractionation plant was completed during 1964.65 and it
was said in the Commission's report for that year that the modernised
insulin plant was capable of meeting the total requirement of the
Cormonwealth, The commissioning of one of the new 25,000 gellon
penicillin fermentation tanks was 2lso completed and trial runs on a
seoond 25,000 gallon tank commenced late in the yeax,

97. During 1964-65 a site at perkville vas cleared for a new disw
pensing-storage-~despatch building, It was said that at that time Qe,354 to
pecking facilities hed been substantially unaltered for meny years;
and were located on various floors of the building not desigmed
fon the purpose, As production increased these facilities became
increasingly inederuate, These problems were overcome when the
cepacity provided by the new packaging building became availsble,

In some areas of production, the packeging facilities were said to

be fully occupled at periods of pesk demand and apsrt from one
limited area, the Laboratories! packaging facilities are not used

by other manufacturers,

98, In is Report for 1965.66 the Commission noted its res.
ponsibility to mainbtain and extend the capacity of the Laboratories
to develop products essential to the health of the nation, During
that yeaxr the Commission installed production capacity to meet
defence end national emergency & ds for & ik of key 'products,.
In the seme yeoxr plans were dravn up ‘to overhsul and moderriize COTw
tain of thé Laboratories! production plant and equipment, During
December 1965 dispensing, storage and despatch functions wexre tranie
ferred to & modern new building, designed and constructed to improve
‘the efficiency of these operations,

Brotegtion of the ILaboratories! Products

99, Licensing in respect of imports of bacteriologicel products Qs,85 to 87,
. 586 to 593

end sera became effective from 8 March, 1952, Until 31 July 1957 and Committee

imports of these products were admitted on a quota basis, except File 196741

for the period between 1 April and 30 September 1954, when quanti-
tative restrictions were removed from some products within this
category, Licences for quota goods were issued wp tp a. percentage
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of imports in a specified bawe year, the percentage fluctuating from
time to time in accordance with variations in the level of overseas
funds,

100, We were informed that prior to 1957, availability of local Committee:
production wes, in general, not taken into account in the grenting File 1967/ 1
of import licences, exceplt in those cases where applications wexe

mede for special licences to import in excess of quotas, Factors

considered in the granting of special licences were said to have been
essentially, local availebility, and availability of overseas funds,

101, On 1 August 1957, the quote system was replaced by an Q8,85 to 87,
arrengement whereby permission was required to be obtained from the 32%;;?:‘; "

Department of Trade to import each shipment of bacteriological pro- File 1967/4
ducts and sera, This procedure was varied on 1 June, 1958, to pro-

vide for these products to be imported on a replacement basis, Ve

were advised that the incidental protection afforded by import

licensing would virtually cease for any goods falling into this

category, It was indicated, however, that as far as the Commonwealth

Serum Jeboratories were concerned, only Bacteriologicel Products and

Sera were ever included in this category.

102, For most of the period between 1952 and 1964, penicillin in
bulk form and, to a lesser degree preparations containing penicillin,
and also insulin, were subject to "administrative" licensing arrange.
ments, Licences granted under these arrangements were consid_ered
individually by the Central Licensing Administration end were not
necessarily related to pre-determined quotas, Iicences for the import
of pharmaceutical products subject to "administrative" arrangements
vere generally granted on the same basis as. specisl licences until
1959 when importers were allowed to o‘bta:‘m up to 30 percent of theixr
requirements from overseas sources,

« Insulin

103, Detadls of licensing arrvengements for the import of insulin,
are given in Table No,7



Dable No, 7

Licensing Arvangements for the Import of Tnsulin

(1952~53 to 1963-64)

' Year Arrangements

1952-53 | Administrative licencee.

-1953-54 Administrative liocences to 30,9,1953 then no
.quota required,

1954=5% No licence required to 31,3,1955 then for 100
percent of 1954 imports,

- 1955-56 Licence regquired. for 100 percent of 1954
imports,

1956-57 Licence required for 100 percent of 1954
imports to 31.3,1957 then. for 120 percent of -
1954 importa,

1957-58 Liocence requirved for 120 percent of 1954
impoxts, .

1958-59- |. Licence required for 120 percent of 1954
imports to 30.11,1958 then administrative
licenoes,

195960 Administrative licences,

1960-61 Administrative licences to Februexy, 1960,
then no. restrictions,

196162 No restrictions, -

1962-63 No xestitotions,

1963~64 o restriotions, -

Sources  Department. of Health,

Q,592 and
Commit{ee
File 1967/4
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« Penicillin

104, Details of licensing arrangements for the import of bulk
penicillin is given in Teble No,8 and for penicillin preparations.

in Table No,9

Tabie Ho,8

Licensing Arrangements for the Import of Bulk Penicillin

(1952-53 %o 1963-64)

Yeaxr Arrangements

1952-53. Administrative licences,

1953-54 Administrative licences until 31,3,1954, then
no quota required,

195455 No licence required until 30,9.1954, then
Administrative licences,

1955+56 Administrative licences,

1956.57 Administrative licences,

1957~58 Administrative licences,

195859 Administrative licences,

1959760 Administrative licences,

. 196061 Administrative 11 wntil F y 1960,
then no restrictions,

196162 No restrictions,

1962463 | ILicensing required foxr 20 percent of 1962
imports from 3,8,1962 to 3,641963,

1963-64 No restrictions,

Source: Department of Health,

Q.592 and
Comnittes
Pile 1967/1
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Table No,q

Licensigg Arrangements for' the Import of Penicillin
Breparations (1952-53 fo 1963-64)

Year Arrangements Q 592 and
File 1967/1

1952.53 Administrative licences

195354 Administrative licences to 30,9.1953 then no
licence xegquired,

195455 No 1licence required to 31,3.1955 then required
for 100 percent of 1954 imports,

195556 ‘ Licence required for 100 percent of 1954 imports, |
1956457 Licence required for 100 percent of 1954 imports
to 31,3,1957 then for 120 perocent of 1954
imports.

195758 Quota requized for 120 peroent of 1954 imports, -

'1958-59 Quote requized for 120 percent of 1954 importa
to 30.,11,.1958 then administrative 1icences,

1959.60 | Administrative licences,

196061 Administrative lioences to February, 1960, then
no restrioctions,

1961462 No restrictions,

196263 | Licences required for 20 peroent of 1962 imports
from 3,8,1962 to 3,6,1963,

'1963-64 | No restrioctions,

Source: . Depaxtment of Health

105, Public dnquizfes were held by the Tariff Board in Jamiary, Pip, Fo.126
i‘e‘bnm and March, 1961, into the question of assistance fo the of 1961
Austrelian penloillin industxy and into the dumping of penicillin G

and its salts and veterinary penicillin, The Board reported on 31

Auvguat, 1961, that it had reoceived no publio evidence at these

inguiries which could be reganrded as. sufficient to warrant determina-

tion on other than purely ocommercial grounds of the question of

‘affording assistance to the production of penicillins, ‘The Boaxd

recormended that assistance be not accorded the Australian’ industxy
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producing primary peniciilins, It noted, however, ‘thet the protec
tive nceds of that section of the industry producing preparations con-
taining penicillins were lower than those of the section producing
the primary materiels,

106, The Board found in texms of the provisions of the Customs
Teriff (Industries Preservation) Act 1921-1957, that detriment was
being caused to the Australien industry by exports to Australia of
penicillin G from Britain and France and of preparations containing
penicillin ¢ (including veterinary preparetions) from Britain and
Denmerk at prioes below their fair market values at the time of ship-
ment, The Board said that although the question of dumping of
penicillin V wes not under reference, it was considered appropriate
to point out that evidence hed been received which suggested strongly
that penicillin V and its salts and preparations containing penicillin
V had been and/or were being exported to Australia from Britein at
prices below fair market valunes in that countzry, The Goveriment
accepted the Tariff Board's Report and action was teken to impose
" dumping duties as recommended by the Board,

107, A further report by the Deputy Chairman of the Tariff Boaxd P,p, Noe 14
dated 8 Jaxuary 1962, recommended -bha1:. urgent action be teken to pro- of 1962
teot the Australian penicillin. industry in relation to imports of

penicillin, salts of peniocillins and preparations containing peni=

clllin, These recommendations involving both 8liding soele and ad

-valorem duties were adopted by the Government,

108, 4 report by the Special Advisory Authority on penioiliins, P,p, No, T2
dated 27 July 1962, advised thet temporary sliding scale duties im.  OF 1962
posed on primery penieillins and the ta?pore.ry ad valorem duties

imposed on preparations of penicillin had not achisved theixr cbjecte

ive, Tt was recommended that the texmporary duties be replaced by

‘temporary quantitative restrictions desimed to restriot imports of

primary penioillins and preparations. of penicillin to & level

equivalent to about 10 percent of the demand in the case of primary

materials and 20 percent. by quantity of each importerts imports

during the yesr ended 30 June 1962, in the 'case of preparations of
penioillin, These dations were ad , d, The temp Y

duties were removed and temporary import zestrictions were impomed

on penioillins and preparations of penicillin made in Australis.with




effect from 3 August 1962,

" 109, The Commission's Report for 196263 stated that the result
of this probection was to increase considerably the use in Australia
of locally mamufactuved penicillin and during the yesr ended 30 June
1963, the sales of bulk penicillin manufactured by the Leboratories
increased substanbtially, In the same Report it was said that the
increased sales of penicillin resulting from protection given by
quantitative import xestrictions had materially assisted in the
elimination of trading losses,.

110, The Report of a second inquiry by the Tariff Board into Pop. No,221
the penicilliin industry was presented on 29 HMarch 1963, The terms of 1962-63
of reference were limited to the determination of the extent of
assistance necessary and the means by which it could most approp
riately be accorded the production of antibiotics in Australia, The
Board reported that evidence submitted showed that although the
local penicillin industry had the cepacity to meet the total demand
. for the prinicpal types of penicillins, its share of the market
decreased substantially efter the import licensing controls were
nemoved in Pebruary 1960, . During the year ended 30 June 1962, the
total velue of sales by Glaxo-Allenburys (Australia) Pty, Ltd, and
the Commission of goods under reference (penicillin and strepto-
myaoin) was 50 percent helow the level achieved during the year
ended 30 June 1960, The Board considered that effective protection
could be afforded the industry by incressed tariffs,

"1, In June 1563, quentitative restriotions were removed and
existing bariffs were raized, In its veport for 1963.64, the
Commission noted that over & trading period of intense activity,
sales of products other than poliomyelitis vacoine showed an.en
couraging inorease, The Commission reported that during the finane
cial year 1966.67 production in some departments reached -the highest
levels in the history of the Laboratories and lm‘g\s export orders for
bulk penicillin were met by operating the plant at slmost maximm
ocaproity for seversl months, The demand for formalebed penicillin
products in capsule, table and suspension forms 1tated three
shifts to be worked at the Laboratories seven days' per week for a
lange part of this time,
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Distribution and Promotior-

12, The Commission markets some 400 products and given the Q.339
various strengths of these, some 1,300 inventory lines are carried
by the Cormission,

113, Prior to 1954 promotion of the Laboratories! products was Q.329 and
undertaken by one officer only, This officer travelled throushout gzﬂugz‘; /1
Australia and New Zealand in the promotion of the Laboratories' pro-

ducts, 1In 1954 a second representetive was appointed to the sales

promotion staff end in 1957 a third was appointed to specialise in

the promofion of veterinary products, By 1959 it vas felt thet

salen viere being lost to compebitors because of inadequate promotional

activity, It vas said that consideration had been given to this

problem at the time bubt in view of a substantial f2ll in sales and

the Governmeni's decision to curteil temporarily the production of

penicillin end insulin, the proposed re-organisation of +the sales

promotion staff was held in abeyance and remained at three until the

formation of the Commiesion,

14, Prior to the establishment of the Commission and in the Q,313
first year or two of ifs operation,’the Laboratoriest products were
distrivuted through the State oﬂ‘ices. of the Cormonwealth Department

of Health, The Commission subsequently esteblished its own State

offices for the distribution of its products,

115, In its Réport for 1961-62 the Commission said that the

principal trading difficulty of the Laboratories had been the steady

and substentigl fall in sales during the previous three years, The

mein reeson for this decline was said to be the relaxation of impoxt
licensing. A contributing factor, however, was said to be the Q311
virtual absence of an effective marketing organisation within the
Laboratories, Action was taken during the year to increase marketing
effiolency and to improve the competitive position of the Commission's
produocts,

116, The net profit of the Commission for the financial year
1962-63,. $240,614, was achieved over a difficult treding period, It
was during that year the Commission opened branches in each oapital:
oity throughout Australis, making available & full range of its proe
ducts in each oily branch, It was olaimed that the pomission's



marketing organisetion ie now adequate in numbers and effectiye in . QeI
function.

17, Subsequent to promotionsl activity, sales of all the P.ps Noo176
Cormission's products increased substantially during the financial of 1967
year 1966~67, During this year export sales continued to be nego~

tiated through the Commission's agents in established markets,

118, Effective distribution of the Laboratories® diagnostio bac
teriologicel media and other produots to country areas was maintained
during 196667 including that effected through the co-operation of
Government Health Laboratories at Ceirns, Townsville, Rockhampton, Qs, 750 o
Toowoombe, and Lismore, This assistance, ‘which hed been giveh priox 5
to the establishment of the Commission, involves the maintenance of
stocke for distribution to hospitals in the area, The total fee paid
by the Commission for this sexvice amounts to some £16,000 per ennum,
It was said that in Viotorie, South Australia end Tesmenias this ser-
vice is not required but that the possibility of a similar service
. being established in Vestern Australia is under examination,

119, The Commission's. products are distribduted mainly through Qs, 528 and
vholesalers for distribution to chemists, and directly to hospitals, ‘529

I% was said that these products were not of the type.or range to '

Justify the introduction of the Laboratories! own distribution net-

work to chemists and dispensaries, It was claimed that it is far

more economical for the Commission to distribute a large proportion

of its products through wholesalers, Excluding thome products sold

under the natjional health sexvice, a very considerable body of the'

Commission's products are gold direct to uwmers,

120, In an endeavour to increase the level of the Commissionts’
exports, information in respect of export markets is obtained through
various sources including the Trade Commissioner Service, Visits to
overseas countries have been made by executives of the Commission and
suitable agents have been a;;poihted. During the financial year
'1966-67 the Commission negotiated sev 2] new or extended. agenoy and
distribution arrangements,
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e Sales

121, The value of sales of the Commission's products during the
period 1961-62 to 1966.67 48 shown in Table Mo, 10

Teble No, 10
Commonweslth Sexum ILeboratories Commission

Sales by Value: 1961.62 to 1966+67

Yesr - : Value
$

- 1961.62% 2,842,698
1962-63 6,078,830
1963..64 5,718,574
1964-65 6,370,902
1965-66 T4134,509
1966.67 7,151,716
Total 35,297,229

* . for the period 2 November
1961 to 30 June 1962,

Source: C.S,%L, Annua) Repoxts

122, The Commission reported that its trading profit for the
financial year 1963-64, $369,169, was achieved over a period of
intense activity when sales of its products, other than polio~
myelitis vaccine shoved an encouraging increase, In the following
financial yesr, 1964-65, the Commission reported & grest number of
changes, and in particular, that sales of bulk materials hed
declined, due to competitive pressures, while sales of dispensed
produots bearing the C,S,L, trademark had shovm a considerable ime
provement, It was said that this xefleoted an inoreased acceptance
of the Commission's brand name in the merket,

» Export Sales

123, Detajled records of exports, either by quentity or value
are not available in respect of the early years of the Laboratories!
operations, There 15 evidence, however, of exports to New Zealand
aa. early as 1920 and priox to the 1939-45 war regular supplies of
the Laboratories biological produocts were sent to the South Pacific,

Q8,336 to
338

Q,329 and
Comnittee
File 1967/1
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Fow Zéaland,‘ and parts of India and Chine, Subsequent to the war,
exports were made to Egypt, India, Singap and. Ind ia, The value
of export ssles in the four years immediately prior to the formation
of the Commiseion are shown in Table No,1l

Teble No,11
Commonwealth Sexrum Laboratories

Exports by Velues 1957.58 to 1960~61

’ Q329 and

Year Value Comnittee
s File 1967/1

195758 387,000

1956-50- 645,000

195960 ‘ 367,000

1960-61 197,000

Dotal 1,596,000

Source: Depertment of Health

124, g, Cormission reported that during the period November 1961

to June 1962 a wide variety of iaccines vere exported to the Pacific

and Asian eress and large quantities of B,C.G, vaccine for immmnisa- Committee
tion against tut loses and tub lin for testing purposes were Fite 1967/1
supplied to Singapore, Exports of the Laboratories! products con-

tinued to inorease during 1962-63 including substentisl quentities

of cholera and diphtheria vaccine to Asisn markets, Details of the

Commission's exports by destination and value for the years 196162

to0 1966~67 were submitted in confidence,

125, During the finencial years 196162 and 1962-63 the Q,725 and
Comnigssion's exports to Britain consisted mainly of bullk insulin g,zi‘:igg; /1
crystals needed to overcome a shortage of this product in Britain

in those years, The Commission's total export sales continued to

increase during 1963-64 and again included substantial quantities of
‘vaccines to Asia, ILarge export orders for bulk penicillin were met

by the Laboratories during the finencial year 1966-67 as well as

substantial ordérs for tetanus antitoxin, mainly from Indonesia,

Evidence in respect of aspects of the Commission's current export

activities were also submitted to the Committee in confidence, -



Research and Development

« Seotion 19 (a)

126, Reseaxch under section 19 (2) of the Commomweslth Serum
Leboratories Act during 1963-64 was directed mainly towards additions
and improvements to the range of biological preparations, In that
year methods were developed for the mamufacture of a group of
dmproved olostridial vaccines together with a bivalent botulfnum
vaceine, Investigations were mede of the Fl Tor strains of cholera
and a vacecine containing these was prepared for field trials by the
Commission's laboratory at Wewak in Papue~New Guinea,

127, Work was undertaken during.1963.64 on simien virue
infections and improverents were made on the then current type
of influenze virus vaccine., The influenza centre conducted by
the Tiaboratories for the World Health Organisation isoleted

& new strain of influenza virus which had caused an outbreak
of influenza in Austrelis at that time,

128, In the field of biochomistry in 1963-64 research
undertaken under section 19 (a) was on the improvement of various
aspects of the preparation of some semi-synthetic penicillins and
the adoption of these for large scale menufacture, A survey

was completed on the inoidence of potentiaslly allergenic spores
in the atmospﬁere on & seasonel bhasis, The investigation of blood
groups in the native populations in the Pacific region was continued
in the Blood Group Reference Leboratory, Laboratory work and
field trials contimmed the evaluetion of veterinary vaccines
produced durihg the year and work on veterinary virus vaccines
uged in the poultry industry wes continved,

129, Research under section 19 (a) during 1964-65 made Bube
stantial contributions to the extension and improvement of the
Commission!s range of blological products, Products of which
new or improved formswxe developed included influenze virus
vaccine,tetanus toxoid,smell-pox vacoine,a number of agents

for the prevention of canine andpoultry disease and disgnostic
agents. Improvements were also made in veterinary clostridial
vaccines and a number of new veterinary vaccines for sheep and
cattle,particularly those of a purified type, were developed.
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130, During that year the World Health Orgarisation designated
the Commission!s Blood Group Reference Laboratory as the National
Blood Group Reference Laboratory for Austialia, Work on raciel
genetics in the Pacific area by means of blood group studies was
uontinued.‘; Viruses causing influenza epidemics in Auptralie and New
Guinea during the yeer were identified,

131, Reseaxrch during 1965-66 continded to effect improvements
in the quality, potency and range of biological products, A mumber
of human vaccines were studied intensively, resulting in probable
improvements in these preparations, An extensive examination and.
recasting of the range of diagmostic sera was undertaken and several
new diagnostic agents were piloted into production,

132, Substantiol contributions wiere mede during the year to the
improvement of antibiotic products and formdations, Design and
modified production date was provided to guide the installation of
improved antibiotics monufacturing equipment, Iveluation of levels
of immunity in humans in xesponse to tetanus prophylactics and
studies of diphtheria immunity of adult populations continued,

133, Biophysicel procedures, including electron microscopy pro=:
vided important encillary contributions to many projects and the
effects of gamma~irradiation as a means of sterilization of biolog-
ical products wére studied in the bacteriological, biochemicel and
‘oell culture fields,

134, Field investigations at the Woodend Field Station ond the
Study of optimal ‘production conditions substantially improved the
auality of veterinary products, An outbreeslk of equine disease, not
controlled by vaccination, was investigated by both olinical end
Jaboratory studies, Vork associated with veberinexy virus vacoines
made favourable progress in the development of new methods of pro-
duction and field triels of modified vaccines vere cerried out, A
study of optimal woutes. of inoculation of poultry viral vaccines and
response cheracteristics was also made during 196566,

135 In its Report for 1966467 the Commission noted that research
under section 19{a) of the Commission's Act covers basio end applied
investigations in the fields of bacteriology, virology, immunology,.
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ssrology, blochemistry and biophysios, and that significant progress
was made during the year in several of these fields, Research ac~
tivities during 1966-67 effected further improvements in the quelity
and potency of baoterial and virel vaccines and seversl new diagnose
tic agents were developed,

136, The biophyeicel services evailehble at the Leboratonies were
used extensively during 196667 by outside scientific establishments,
including the University of Yelbourne end a nmumber of hospitels,
Studies of immnity in the populetion, including the measurement of
specifio antibody levels apainsi tetanus, influenze end poliomyelitis
were contimed, Techniques were developed to assay the quality of
the verious sntibody clasmes in human serum, and these were applied
to assess the quality of the various gamme globulins, Cell culture
techniques and the nurber of tissue culture lines were extended to
cope with incrensing demends for the production of viral vaccines,

137, The work of the World Health Organisation Reference Centres
lovated at' the Leboretories contimuied throughout 1966-~67. These
Centres are the Influenza Centre, which types virus strains in.
AMustralia and New Guinea ahd provides basic data for the formilation
of new vaceines; the Blood Group Centre, vhich essists pathologists
and clinisians with diffioult cross—matvhing probiems and is conduot-
ing a programme of blood group genetic studies of South-Vest Paoific
racial groups, During 1967 the centre made available anti-Rh (D)
Gamme. Globulin for use in the prevention of Rh-hsemolytic disease of
the new~horn, The third centre, the Brucellosis Centre, assists
veterineriens throughout Australie in establishing the diagnesis of
brucelle infection and in the typing of different Qtra.ina of the
organism,

« Section 19 (b)

138, During 1962-63 the following four reseerch projeots were
approved to be undertaken by the Leboratories,
The investigation of Australasisn soils for anti.

biotic producing moulde and the clinical evelua-
tion of any new antibiotios discovered,

The investigation and testing of human and veter.
inary viruses and the methods of isoletion and
identification of these for new vaccines,
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The identification of types of staphylococof fn.
volved in bovine mastitis for the prapazntion of
a vacoines; and

The investigation of factors concerned with the
pathogenicity of mioro-organisms end the purifi-
cation of bacterisl antigens,

139, Vork on the following projects was undertaken during 1963-6ke

The investigation of Australien sofls for anti.
‘biotic-producing mouvlds,

The development of inactivated and attenuated
straing of viruse for e measles vacocine,

The development and testing of a vaceine for
staphylococoal bovine mastitis,

The investigation of factors concerned with the
pathogenicity of mioro-organisms and the purifi-
cation of bacterisl antigens; ond

Biochemioal factors involved in antibiobic re-
sistence in staphylococed,

149, Research undex Section 19, (b) was divected to the following
projecta in 1964-65,
The nature of essential antigens of pathogenic
mioro-organiems,

Bacteriologioal problems asscolated with huma.n
disease in New Guinea,

Biochemical factors concerned or essociated
with antibiotic resistence,

The nature of immunological response to viral
vaccines and. factors influencing such response,

141 The baoteriologicsl research unit at Wewak, New Guinea,
esteblished by the Commission for the purpose of investigating-probe
lems of bacteriel disease among the indigenous population became
fully operetive during 1964-65 and the following projects were under.
taken,

’ 5’- survey of fungi from soil and skin diseeses,

Investigation of the incidence of diarrhoesl
disease and a. stwvey of past infeobtions by
the examination of sera,

Examination of weter supplies for evidence of
‘the' presence of cholera,

Field trisls of cholera vaoccine
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142, The following section 19 (b) reseaxch was undertaken by
the Laboratories during 1965-66,

The nature of essential antigens and the

enzymes of pathogenic organisms,.

Biochemiocel and genetic control of factors
associnted with entibiotics and antibiotic.
resistence,

The nature of immmnologicael response to
viral vacoelnes and factors influencing such
response,

Bacteriological problems associsted with human
disease in New Guinea,

Characterisation and invemtigation of biolog-
ical use of enzymes found in naturally occurr-
ing venoms,

143, The Research. Tnit at Vewak was engaged on the following
projects during 1965-66,
The incidence of diarrhoesl disease including

a survey of cerxrier rates among selected.
populations,

A survey of fungi found in soil and in skin
diseages,

The examination of water supplies from the
‘Weat Irian border for evidence of cholera
contamination,

The examination of settlement water supplies
end of domestic animals and rodents for evie
dence’ of other waterwborne diseases; and

Field triels of cholera vaceine,

144, In its Report for 1966-67 the Commission reported that
research undex section 19(b) resulted in progress in the following
£fields, '

Studies towards reducing undesirable side

effects of pertussis vacoines, |

The relesse of penicillinase by staphylococed.

The preparation of epecific antisera,

A new factor for the treatment of ¥ hiliaj
and

The growth of & live measles virus and rubella
virus in tissue culture,
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Chapter €

The Powers and Duties of the Commission

145, Section 20 of the Commonwealth Serum Laboratories Act
1961 sets out the powers of the Commimsion as follows:~
(1.) Subject to the next mucceeding sub-section, the
Commission has power to do all things necessary

or convenient to be done for or in connection
with the performance of its functioms.

(2,) The Commission shall not, except with the approval
of the Minister, purchase or dispose of capital
aasets for a consideration exceeding twenty ’
thousand pounds,."

146, During our inquiry attention was directed to the
significance of sub-section (2.). We were informed that the

amount provided for in this sub-section, $40,000, is a measure * Q@s.211,

230 to 241
and Committee
the Commission in reapect of transactions involving the File 167/1.

purchase or disposal of capital assets. It was said that
probably, there is no formula from which the amount was
derived. Witnesses representing the Department of Health
were unaware of any difficulties in the operation of the sub~
asection which is applied to individual capital assets in excess
of $40,000. It was said that the disposal or purchase of
assets is generally dealt with in the Commission's estimatea
to the Ministern. While similar provisions are ‘provided by
the Australian Coastal Shipping Commission Act and the
Australian National Airlines Act, different amounts are
preacribed. ‘

of the responsibility the Government was prepared to place on

147, We noted in particular that as purchases and . Qs.236
dispoaals of capital assets without Ministerial approval are not to 24
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limited by the mub-section to forty thousand dollars during

a specific period of time, i.e. twelve months, the Commission
could, if it so desired, in any financial year purchase or
dispose of substantial capital assets, providing individual
purchases or sales were below the forty thousand dollar limit,
without the approval of the Minister.

148, At the time of our Inq\.xiry the Department of Health
had not reviewed the amount provided for in this sub-section
and representations in respect of this matter had not been
received from the Commission.

Duties

149, Section 21 of the Commonwealth Serum Laboratories Act
1961 lays down the duties of the Commission in the following
termst~

"The Commission shall, in relation to

biological products prescribed for the:

purpose of paragraph (a) of section nineteen

of this Act, pursue a policy directed towards

securing revenue from the sale of those

products sufficient to meet all its expenditure

{including expenditure in undertaking research)

in connection with those products that is

properly chargeable to revenue, and to permit

the payment to the Commonwealth of a reasonable

return on the capital of the Commission.'
150. During our inquiry we examined specifically the
requirements laid down in this section relating to a reasonable
return on the capital of the Commission. While the Department
of Health witnesses were unable to define the meaning of a
reasonable return on funds, the Treasury Observer, Mr. Virtue,
felt that such a definition would depend on the situvation of
the particular Statutory Authority concerned in relation to
its competitora and on other circumstances that have a bearing
on ite ability to make a profit. He expressed the view that
on. 8 commercial basis, the long term bond rate would represent
a reasonable gross return on capital for the Commission. At
the time of our inquiry the Commission had not made payment.
of any return to the Department of the Treasury on its capital
funds.

Q8,22 to
249,253 &
416

Qs b1
and k22
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151, The Serum Laboratories Commission witnesses

expressed the view that as the Laboratories are engaged partly
in commercial activities and partly in public health activities

it would be necessary to dissect the capital employed by the
Commission into two categories, one relating to research and

public health activities and the other relating to commercial

activities in order to determine a reasonable return factor
on capital employed on commercial activities. The Treasury
Observer, Mr. Virtue, agreed that unless such a dissection
of capital were made it would be difficult to determine any
measurement for a reasonable return on funds.

Prices

152, Section 22 of the Commonwealth Serum Laboratories
Act 1961 provides:~
"The Minister shall, after consulting the
Commission, determine the prices to be paid
for products supplied by the Commission
directly to the Commonwealth or a State or a
person on behalf of the Commonwealth or a
State."
153. The Department of Health witness informed us that
this section enables the Minister to fix a price for the
Salk poliomyelitis vaccine, & product manufactured entirely
by the Laboratories for the purposes of the Commonwealth,

and that while this is the main purpose for which it has been

used, the Minister is required to exercise his powera under
this section on any occasion on which the Laboratories are
supplying products.to the Commonwealth.

15k, A large proportion of the products manufactured by
the Commission are on the national health list, The
Department. of Health, in negotiations with members of the
pha tical industry, including the Commonwealth Serum
Laboratories Comnission, fixes the prices of products

available under the scheme. The Commission's witness
stated that it would resist strongly any suggestion that
national health scheme prices be set below the Commission's
cost of production.

Qs.415
and 416

Qs.212
and 213

Qs.370, 371
and 394
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155. .  On examining the annual report for 1963-64 we

noticed that whilst the Commission's sales other than those

of poliomyelitis vaccine had shown an encouraging increase,

its sales revenue had declined compared with the 1962-63

level and that a loss of profit on penicillin and heparin

had ensued from a voluntsry reduction in selling prices.

We were informed by the Commission's witnesses that the Qs. 314, 315
term "voluntary price reduction® connoted a decision by and 344
the industry to reduce prices by approximately ten per cent.
Itwas explained that up uptil that time the Australian
penicillin manufacturers and distributors had suffered from
import competition. - Arising from an inquiry held by the
Tariff Board, the Board had recommended protection for the
industry but it also expressed the wish to be assured that
the manufacturers would retain their incentive to reduce

costs,

156. As a voluntary price reduction had been made by

the industry, we questioned the witnesses as to whether a

price agreement or an association arrangement existed between

local suppliers in relation to price levels. We were

informed that, in a loose and special sense, there is an

association but that if a reduction is to be made in the price

of any item on the national health scheme list, such a

reduction would be the result of negotiations between officials

of the Department of Health and the manufscturera of the

particular item. The witness denied that the Commiasion Qs.388
was a member of a drug industry monopoly a'lthough he to 394
indicated that the Commission is a manufacturer of

pharmaceuticals, or of a particular kind of pharmaceuticals

and in that sense is one of' the organisations with whom .

negotiations are undertaken in oxrder to bring about price

reductions under the national health scheme. In regard

to items outside that scheme, prices were said to be

determined by competitive forcea.
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Relationship between Bections 19,21 snd 22

of the Commonwealth Serum Laboratories Act.

157, The Chairman of the Commission, Mr, Davis, referred
to the relationship between Sections 19, 21 and 22 of the
Commonwealth Serum Laboratories Acte He stated
that Section 19 confines, restricts and limite the activities
of the Laboratories in such a way that the Commission does
not have the flexibility of operation and the opportunity to
diversify that are available in private enterprise. Section Qs.763
22 places an obligation on the Minister to determine the and 827
price of all products supplied directly to a government

or to a person on behalf ;f a government after conterrix_:g
with' the Commission,, while Section 21 directs the Commission
or the Commissioners to follow a policy which, among other
things, will produce a reasonable return on capital employed.
It was stated that a conflict exists between these sections

in that limitations are placed on the sale of biological
products in which a very considerable area of the Commission's
sales is affected directly and indirectly by prices which are
beyond the actual control of the Commission. The Commission
is gravely handicapped when it seeks to carry out the duty
imposed on it of also showing a profit. Mr, Davis claimed
that whatever progressive efficiencies are made in any one
area of the organisation, this dilemma will remain until the
Government or the Parliament amends the Commonwealth Serum
Laboratories Act to make it clear that the Commission is
either primarily a part of the public health service of the
community with a section devoted to commercial activities

or is primarily a commercial activity viti: limited Government
responsibility. He informed us that the question of capital
allocation, and the definition of commercial activities as
distinct from Government activities, had been under Commission
examination, '

158. The Director of the Commission, Dr. Lane, felt that - Q.785
while Section 21 of the Act could be deleted, it would be

more sensible if, by some method, the Government were to

subsidise that. portion of the Commission's activities that.

is inherently non-profitable.
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Chapter 7

The Staffing of the Commission

159« The total staff employed by the Departsent of Health
at the Laboratories during the twelve years prior to the
establishment of the Commission are shown in Table Ko, 12

Table No 12
Commonwealth Serum Laboratories

Staff Fmployed by the Department of Health

(1950-1961)
' SPAFF |
YEAR YED Q.84 and
Committes
rile 1967/1
(as at 30th June) i

1950 647

. 1951 737
1952 749
1953 762
1954 k2
1955 795
1956 861
1957 934
1958 919
1959 1,032
1960 1,052
1961 9i

Source: Department of Health
160, The increase of 106 to 861 in staff nunbers between .
1955 and 1956 was said to be due to large-scale production Q565

of Salk polio vaccine which commenced in the finsnoisl yesr
1955-56. The increase of 113 to a total of 1,032 staff
nembers between 1958. and 1959 was required mainly to supply
sera for the anti-influenza campaigns being conducted at that
time,slthough 15 of the additional number were for the small
animal Sections, 7 for polio vaccine production, 7 for research.
and 10 for the administrative staff, The decline in staff
members,. by 86 to 966 between 1960 and 1961 was. due to. the
closing down of the penicillin plant at that time ss well as
to other factors including the installation of new packaging
‘equipment which required 22 per cent less staff than ‘that.



previously needed,

T161, The staffing of the Commission is provided for by
Sections 24 to 30 of the C 1th Serum Laboratories Act,
The relevant sections, for the purposes of our inquiry, are

set out below,

162, Section 24 of the Act provides =

"The Commission may appoint such officers as it thinks
necessary for the purposes of this Act."

163, Details of staff employed by the Commission for the
Years 1961 to 1967 are given in Table No.13,

Table Nos 1
Commonwealth Serum Laboratories Commission Q8,302 to
307 snd
Staff Fmployed (Including Casual) Coamittee

rile 1967/1
(1961 to 1967)

1961 {1962 11963 |96k 11965 1966 {1967
ag at 30th June).

Production 297 | 281 | 282 | 276 | 277 | 275 | 245
h?eseax-ch 08 {100 | 97 § 98} 99 | 98 | 96].
Quality : ‘
Control 73 75 717N 66 63 61
Veterinary
[Services 1001 99 | 731 70} 70| 63 | 60}
Packaging 95 | o4 | 92 | 86 | 82 | 82 | M|
Administration | 15% | 153 |47 (136 | 141 | 1k2 | 145]
Engineering 82 (7 1 78 | 8 | 82| & | 90}
Lmketins 57 | 52 } 69 | 82 | 98 | 110 |114|
Extended )
Leave . 7 7 9t & 3 9l
Totals 966 |90 1915 [908 | 919 [925 | 899

Sources Commonwealth Serum Laboratories Commission..

164,. The. total number of staff as at 30th June,1967
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oomprised 209 officers of the Public Service(who sre alsc officers
of the Commission) 174 officers of the Commission,506 employees
of the Commission sand a casual staff of 10 people. The staff
engaged in production of the Laboratories'! products decreased by
52, from 297 to 245 between 1961 and 1967 while in the sass period
there was en estimated 60 per cent increass in the volume of the
Laboratories' production. It was said that the decline in the
number of research staff, from 103 in 1961 to 96 in 1967 did

not indicate a declining emphasis or declining result from
research undertaken by the Laboratories. The number of staff
employed in Quality Control declined from 73 in 1961 to 63

in 1966 and to 61 in 1967. We noted from the Commission's

Report for 1966-67, however, that the total number of batches

of all products tested during that year was significantly higher
then in the previous year, and we were told that the reason for
the decline in staff numbers in this section was the introduction
of more effective 'instrumentation' methods of testinge

165, Staff in the Veterinary Services group are employed
at Woodend end Broadmead in the breeding and care of’
various types of animals for experimental purpozes, and in
the production of verious vaccines and antisera. Staff at
Woodend are also ged in general farming operations which
have enabled tLe Commission to obtain revenue from the sale
of. surplus. fodder,straw, and wool from its sheep flock,while
at Parkville the Veterinary Services Group maintain and care
for snimals under test and experimental conditions,

166, The reduction of staff employed in veterinary
services, from 100 in 1961 to 60 in 1967, was said to have
been due to the cessation of production of Salk Poliomyelitis
vaccine, which during its production in the years 196162
required the employment of sufficient attendants for the R
maintenance of some 4,000 to 5,000 monkeys for production
lnd'tutins purposes. As well as the reduction in the number
of attendants needed following the cessation of Selk vaccine
production, a. further reduction of staff needs accozmpanied the

Q'-298 to
304 and
Committes
File 1967/1

Qs.722 to 724

Qu,302 to

07 md
Comnittes Tile
1967/1

Qe.717 and
718



=62«

introduction of mechanical methods of feeding snd watering
for the snimals,

167, The reduction of staff employed in packeging, from Qo302 anid
95 1n 1961 to 79 in 1967 occurred while the volume of g‘ﬁ:‘:;g; ”
materisls handled in the same period had almost doubled, This

was due to the availability of a new packeging building

providing a more efficient plant, The increase in the number

of staff engaged in marketing aoctivities, from 57 in 1961 to

144 in 1967 was due to the opening in- 1962 of the Commission's

state brench offices and the development of its own marketing

and distribution system,. '

168, The reasons for which staff have bsen granted extended
leave were said to be for tke purpose of undertsking full time
postegraduate studies, special leave without pay for personal
reasons, and for sick leave prior to retirement,

169 Section 26 of the C 1th Serum Laboratories Act
provides e

#(1,) Subject to this section, the terms and conditions
of employment of officers appointed by the
Commimsion shall be such as are determined by
the Commiseion.

(2,) The Commission ahall not,except with the approval
of the Minister, determine the salary of s position
at a rate exceeding Two Thousand five hundred
pounds per annum,

~

(3.) Bafore giving or refusing his approval for the
purposes of the last preceding sub-section, the

Minister shall consult the Public Service Board,

(44) Where a Commissioner, the Dirsctor or an officer
sppointed in pursusnce of this. Act was,immediately
before his appointment, an officer of the Public
Service of the Commonweslth =
{a) he retains his existing and accruing rights;
(b). for the purposs of determining those rights,

Lis service as a Commissioner, as the Director
or as an officer of the Commiamsion shall be
taken into account as if it were service in
the. Public Service of the Commonwealth:and
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(c) the Officers' Rights Daclaration Act 1928-

1959 applies as if this Act and this Section

had been specified in the Scheduls to that

Act,"
1704 In regard to I.Sub-nction {2.) of Section 26 we were
informed that the salary rate of Two thousand five hundred
pounds per annum referred to wae approximately the equivalent Q®a256 to 258
of the Class 8 salary rangewithin the Commonwealth Public
Service mt the time the Commission was established, The
Public Service Board Observer, Mr,Vanthoff stated that a
aimilar salary level is specified in several Acts constituting
Commonwealth Statutory Authorities..

17, The Public Service Board Ubserver Mr.Vanthoff was Q8,220 and
asked to explain the full extent of the relationship provided 256 to 258
for between the Public Service Board and the Commission by

Section 26 (2,) and (3.) and the manner in which it has developed
from that which existed prior to the creation of the Commisaion,

He stated that prior to the establishment of the Commission,

the Laboratories, as part of the Commonwealth Department of Health,
were of direct concern to the Public Service Board in association
with the Permanent Head of that Department and that at that

time the Board's interest in the Laboratories was similar to

that which it has in relation to Commonwealth Departments under

the Public Service Act. 1In this regard the Board was cancerned
with the determination of classifications and establishments.
required to carry out the functions of the Laboratories as
approved by the Minister or Cabinet of the day., Since the
establishment of the Commission, however, the powers of the

Public Service Board have been restricted to advising the
Minister, should he consult the Public Service Board as

provided for by Section 26 (3.) of the Commission's Act. He

said that in practice, however, there is a far greater liaison
between the Commission, the Public Service Board and the
Department of Heslth than would be suggested by the statutory
provisions. For example, discussions involving the Public.
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determination of sslary ranges which,under Section 26 (2,)

. of the Act, require the approval of the Minister snd which,
under Boction 26 (3.) of the Act, require reference to bs
made by the Minister to the Public Service Board., The
Commission also receives copies of various circulars, meaorands
and determinations made by the Public Service Board relative
to salary levels. Mr.Vanthotf emphmsised that in giving
its advice to the Minister, the Public Service Bosrd is
exercising its obligation under Section 26 (3,). of the Act,
but the Minister may have other considerations to tske into
account, In relation to staff, the Board's advice protects,
as far as any comparison it concerned, the position of the
Commission's staff when compared with thome of the
Commonwealth Public Service,

172« Mr.Vanthoff said that the provision of Section 26
(4,) is not peculiar to the Commimsion, and noted that it
provides not only for the retention of certain rights snd
privilegs, but also guarantees an officer appointed to the
Commigeion's staff the right, if he so desires, to return to
the Commonwealth Public Service under certain conditionse
Mr.Balfour, the Treasury Observer, added that the Commission.
is an "spproved suthority" under the Superannuation Act.
Members,officers and employees of the Commission, who ﬁo
sligible to contribute to the Supersmnuation Fund contribute
under the provisione of the Supsrannuastion Acte.

173,. Section 27 of the C 1th Serum Laboratories
Act provides =

The Comnimsion may employ such. temporary or casuel
staf? as it thinks f£it, on such terms and
conditions as the Commimeion detéermines,"

174 We were informed that;in general, the terms and
conditiona under which all staff of the Laboratories are
smployed are at least equal to those of the Commonwealth
Public Service and in some areas additionsl winor fringe

benefits are available. In the case of temporary staff,.

Q.227

Q8,228 and
229

Qu. 304 and
305
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terns snd conditions of esployment sre similar to those within
" the Public Servioce,

175 In additien to temporary staff, the Commission Q308
alsd employs casual staff for perieds of one to thres months
depeading oz pesk production requirements. Totsl.staf? Zigires

quoted by the Laboratories include all staff,
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Chapter 8

The Finances of the Commissions

176. This Chepter relates to evidence taken in connection
with Division 5 of the Commonwealth Serum Laboratories Act No,
38 of 1961 end other evidence connected iith the analysis of
finencial information relating to the Cormission.

Sestions 31 and 32
177. Section 31 provides for the transfer to the Comiission

of assets and the aasumption by the Commission of liabilities
of the loboratories. Section 32 defines the capital of the
Commission, The details of these Sections are set out belows
"31... (1) Upon the comencement of this Act -
(a) the Minister shell transfer or caume to be transfexred
o the Commission assets owned by the Commonveslth and
held or used in connexion vith, or arising from the
business of, the undertalking lmown as the Commonwealth
Serum Laboratories; and
(v) the Commission im, by force of this section, liable to
pay, satiofy, observe, perform and discharge the debts,.
ligbilities and obligations of the Commonwealth in
connexion vwith, or arising from the business of, that
undertaling,

(2) The Commission shall indermify the Commonwealth,
and keep the Commonwealth indemnified, from and against all
aotions, claims, demands, proceedings, suits, damages, ex-
penses and costs that wey be brought against, or incurred
by, the Commonwealth at any time for or in respect of a
debt, llability ox'cbligation that the Commission is lieble
to pay, satisly, observe perform or discharge under para-
graph (b) of the last preceding sub-section,

(3) In this section, "assets" inoludes -

{a) plent, mechinery, equipment, office furniture, fittings,
motor vehicles and stock in trade;
(b) book and other debts due %o the Commonvealth end the
) benefit of any securities for those debts;
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(c) the bonefit that is capable of sasigmment of &1l pend.
' ing contracts;

(d) the omount standing to the crodit of the Commonwealth
Sexum Leboratoriea Trust Account at the commencement
of this Act;

(e) a1l othexr property, rights or interests to which the
Commonveelth is entitled and which it mey ssoign;
and

{f) =11 appropriate records mainteined by the Commonveslth,

but does not include -

(g) 1end (including buildings on land); and

(1) stocks of biological products that ave not pre
scribed for the purpose of parvagraph (a) of section
nineteen of this Act.

32, The capital of the Comnission at any time is an

amount equal to the oum of -

(2) the value, as determined by the Treasurer and
notified by him to the Commission, of the assets
transforred to the Comnission under the last preceding
gection; and

(b) such amounts as have been paid to the Commission by
‘the Treasurer out of moneys appropriated by the
Parliament for the purposes of the Commission,

less any smounts of capital that have been xepaid to the

Commonwealth by the Commission.”

178, Ve questioned the witnessen representing the Department
of Health &s to the reasons fox the exclusion of land (includ-
ing buildings on land) and stocks of biological products not
prescribed for the purposes of Section 19(a) of the Act from

the definition of assets under Section 31(2) of the Act, ile
were.informed that had the land been transferred to the
Comnission it would have been subjeot to alieration by any other Q.259
Commonveel th or State authority vith pover o recoume land for

ite om purposes, 4As the buildings remein the property of the
ovmer of tho land, they olso remained the proporty of the
Comnonvealth under this arrangement., In relation to the ex-
olusion of biological products, it was stated that, in offect,

no products of the Laboratories vere affected by this Seotion
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of the Act as all of the items being produced when the Commission
was established were prescribed by regulation and automatically
became assets of the Commission, Additional capital provided to the
Commission from the Consolidated Revenue Fund between 1 November,
1961, and 30 June, 1968, amounted to $4,075,000.

8ection 33
179. This section provides in the following terms fox pay-

ments to be made by the Comuission to the Cormonwealth -
"(1) Interest is not payable to the Commonwealth on the
capital of the Commission but the Commission shall pay to
the Commonvealth, out of the profits of the Commission for
a financiel year, such emount as the Treasurer, after con~
sulting the Ilinister, determines,
(2) The capital of the Commission is repaysble to the
Conmonviealth at such times and in such amounts as the
Treasurer, aftor conmilting with the Jinister, determines,
(3) 1In the moking of a determination undex eithexr of the
last two preceding sub-sections, the Treasurer shall have
regard to any advice that the Commiscion has furnished to
the Mlinigter in relation to the financiol affairs of the

Comnission, "

180,  This section of Yhe fct is velated to Section 21 vwhich
wes discussed in Chepter 6 and which requires the Commission
to puroue & policy directed towards securing reveme from the
sale of biological products prescribed under section 19(a) of
the Act, sufficient %o meet gl of its expenditure properly
chargeable to revenue and to permit the payment to the
Commonwealth of a reéﬂono.‘ble‘ return on its cepitel.

181, When questioned in connection with section 33, the Treasury

Observer, Mr, Virtue, expressed the view that the Treasurer can'only

determine the omount that would be poid to the Consolidated

Revenue Fund but: that the Treasurer could not determine whethex  Qa,.250,251,
the emount %o be so paid would be & reasonshle emount. The. fﬁg",’gg:}v 707
section hovovexr, provides for the Treamsuwred to melte hic deter-

nination efter consultation with the lfiinister and in this re-

gerd o witnoos representing the Comnineion: informed us that the

Comisaion is zequired to cubmit to the Iinister by 31st lisrch
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oeach year. an estimate of 1ts income and expenditure for the
ensuing 12 months, At that stege an estimate of profit is made
for the current financiel year i.oc, for the remaining 3 months.
and oonsideration is given to-the fundo requirement fox the
following financial year. If a% the close of a financial year
the Commiesion showed. & substential profit and had substentiel
cash reserves beyond its forecested requirements, it would take
up vith the Ilinister the guestion of making & paymont to the.
Cormonviealth,. So far, however, the Commission haw not beencin
such: &..position due to:; the ezpansion of the laboratories and:
thei démands: that it hes made for funds..

Siction: 3
182,. This: Seotion provides. in the following terms £ér borrov..
ing~by the Cormission: ~

"(1). The Commission mny, with the consent. of the
Treasurer, borrav. moneys for temporary purposes om.
overdraft from the Resexrve Bank. of Australia oxr:
from.such. other bank as: the P'reasurer approves,

(2). THe:Treasurer may, out of monoys appropriated by
the Porlisment. fox the purposes: of this Act, make
advances, to the Commission of such smounts, and on
such.terms: as he thinks fit,

(3.)‘ The. Commaission mey, with the consent of the Treasurer,
boxrrow nmoneys, whethex {or a temporary purpose ox
not, otherwise than in accordance with the preceding
provisions. of this section,

(4) The Commiusiow shall not borrow wmoneys otherwise
than.in sccordence with. this section.®

1837  TherTreasuryyObservor, Iir; Virtus, informed uws. that this-
provision-iassomewhats different from that opplying to other
Comulaaionssinr that: noclimit-is placed by section 34.'on: the:

amount that the Comuission mey borrow, there is no requirement

that the Linister mist consent to the borrowing:, although the’ Q8,262 Yo
Treasurer's consent is reeuired, and no provision is made re- 6
gaxding the rate of interest at vhich funds mey be Lorrowed,

In the-cage of obhexr legislation governing trading entexprises.
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such as the Australian Netional Adrlines Commission and the

Australian Coastal Shipping Commigsion provision is made for

each of “hese matters,

184, The Comaission Witnesses advised us that until 30th June,

1966, the Cormission had not had occasion to exercise ite

borrowing powers under section 34 but during 1966-67 had Q8,515 to
borroved, on overdraft terms an amount of $300,000 for the

purpose of general working capital,

Seetion 37

185, This section provides as follows -
"The Commiasion chall, not later then the thinvty-
firet day of Liawch in each year, prepare and submit
{0 the Ilinister estimates, in accordance with such
form as the lfinister dirvects, of ito receipts and
expenditure for the financial year cormencing on
the following first day of July."

186. In relation to this requircement the Vvitness representing

the Department of Health dwew atiention to the fact that the

Iinister is responsible to the Parliament for the operation of

the Commiosion. He is not, however, required to approve the estimates.
The witness added that vlen the estimates are provideii to the Q. 267
Hinister, the Jlinister approves particular projects or sales

or purchases by the Commission as referred to in mection 20(2)

of the Act. It is the goneral praciice, aleo, when the estimates

arc boing presented to the Minister, for the Commission to

present o him the reseaxch proposals to be undertalien in

accordanoe with section 19(b) which is subjeot to ministerial.
determination. Therefore, the three typss of functions are

gonerally processed concurrently and the purposes generally cen

be regarded as e presentatipn by the Depaxrtment of Health of a

swaary of the Commission!s activities for the forthcoming

finencial year for the consideration of the Ministex,

187. The Treagury Observer, lr, Virtue, informed us that.
the eatimaten of the Cormission are not forwarded to the
Dopartment of the Trecsury, notwithstanding that they could affect the



Consolidated Revenue Fund. We therefore questioned the Department of
Health witnesses further on the Commission's estimates and we wers
informed that when the estimates are received hy the Department of
Health they are subjected to close examination snd, if reguired,
additional information is obtained from the Commission so that

the Iinister can be informed adequotely. The witness added Q8,268 to
that although the estimatos do not mequire the approvel of the 270
iinistor, the lliintster would be roquired to exercise a judge-
ment as to vhether sufficient funds will be generated to

dequately cover h expenditure under section 19(b) of

the Aot and also that the copital programme proposed by the
Comnission would be copable of accomplishment within the
trading result expeoted,

Section 38

188, This section, vhich relates to loss resulting from
compliance with doterminations' made Ly the llinister, is as
follows -

"here - .

(&) the Conmission undertales research, installs ox maine.
tains plant or equipment or produces or holds stocks
of a biological product in accordance with a deter-
mination by the Ilinister under section hineteen of
this Aot;

(b) the Cormission satisfies. the llinister that the opera-
tione (including the undextaking of roseaxch) carried
on by the Commission in accoxdance with the deter-
mination have been to carried on at a loss in a fi-
nancial yeer; and

(o) aloss results in that financial year from the vhole
of the operations of the Commission,

the Comnission is entitled to be reimbursed by the Coummon-

wealth to the extent of the first-menitioned loss or to

the extont of the mecond-mentioned lossy vhichever is the

less,"

189. Although in the period to 30th June, 1966, the Commission
has not incurred lossees on its operations we explored the course
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that would be adopted if this situation were to arise. The
Tressury Observer, Mr. Virtue, informed us that although, under
Section 37 of the Act, the Department of the Treasury does not
receive the Commission's estimates, that Department would Qs.271 to 274
expect to be consulted if the estimates were to show a need
for an appropriation such as envisaged by section 38,

During 1966-67, in accordance with determinations by the
Minister under section 19(b) of the Act, the Commission.
expended $316,347 on research relating to the production of
biological products other than those prescribed and $15,126

on the production and holding of biologicai products other
thau'l for immediate sale. The expenditure on these operations
represented. a loss of $33L,473 to the Commission and, as the
whole of the Commission's operations resulted in g.loss in
excess of that amount, the Commission became entitled to
reimbuy t by the C 1th of $331,473 under Section 38
of the Act. The amount concerned was actually paid to the
Commisgion in. 1967-68,

Section 39

190. This. section which relates to the profits of the
Commission, is as follows:~
"(1.) For the purposes of this Act, the amount of the
profits of the Commission for a financial year is- the
amount (if any) remaining after deducting from the
revenue received or receivable in respect of that
financial year the expenditure properly chargeable
against that revenue.
(2.) For the purpose of the last preceding sub~section,
the expenditure of the Commission properly chargeable:
against the revenue reccived or receivable in respect
of a financial year includes =
(a) charges and expenses acorued in that year but
not paidj;
(b) provision made in that year for obsolescence
and depreciation of assets;
(c) provision made in that year in 1ien of insurance;
(d) provision made in that year for staff superannuations
and
(e) provision made in that year for income tax,
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but does not include expenditure charged against amounts
provided out of ‘revenue of a previous year or expenditure-
in psyment of charges and expenses accrued in a previous
year,

(3.) The. profite of the Commission. for a fimancial year
shall be applied in the first place in payment of such
sums as have been determined by the Treasurer under
sub~-section (1.) of section thirty-three of this. Act
and the balance (if any) shall be applied in such manner
as the Minister, with the concurrence of the Treasurer,
determines.

(4.) In the meking of a determination under the last

preceding sub-section, the Minister and the Treasurer
shall have regard to any advice: that the Commission has.
furhished to the Minister in relation to the financial
affdirs of the Commisaion.!

Sedtion 40

191.

This section expressed in. the following terms, requires

proper accounts to be kept by the Commission:-

i92.

"The Commission shall keep proper accounts and records

in accordence with the accounting' principles generally
applied in commercial practice and shall do all things
necessary to ensure that all payments out of its moneys
are correctly made and properly authorized and that
adequate control is maintained over its assets and the
incurring by it of liabilities."

We were informed that prior to the establishment of the

Commission in 1961, all receipts and payments of moneys of the

Laboratories were brought to account in the Commonwealth Serum

Laboratories Trust Account. The Trust account was used for

opérating and capital expenditure and the purposes of the Trust
Fund, as defined by the Treasurer, were the production,
distribution and sale of biological products, payment of expenses

in relation to these matters, scientific investigations

relating to biological products, construction of additions. to

the equipment of the Laboratories and payment of any unrequired

balance to the Consolidated Revenue Fund. Receipts and pay-

ments relating to the operation of the cafeteria at the
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Leboratories were made through the Cafetoria (Heslth) Trust
Account, The Sub-Treasury, lielbourne, was alvised monthly of
the amounts paid to these accounts, Capital vorks proposals:
were carried out under the Commonvealth's vork programming
avrangements but during Vorld Var II and up to 1951-52 expendi-
ture thereon as shown in the uUstimates papers was recovered

{rom the Commonwealth 3erum Leborstories Trust A t, lowever,

vorking advances of 100,000 and $457,950 wexre made to. the
Leboratories in 1950-51 and 1951-52 respectively.
the sale of the Laboratories! products vere sufficient to cover

Proceeds from
costs, new works end expenditure on plant during that pericd,

193, From 1952-53 onwards, expenditure on plent end new works
required at the Laboratories was debited to. Commonweslth
appropriations and peyments from appropriations for reimburse.
ment of expenditure in relation to World Health Organisation
influenza activities and for research were also mede to the
Leboratories, Salaries and other production and operationsl
costs were recovered from: the Trust Account up to the time of
the establishment of the Commission, -

19%. Until 1949 the Leboratories operated a single entxy system
of ting but,
untry commexzcisl accounting was introduced end improvements in
mado. | in subsequent. years. It
vas claimed that with improved accounting techniques, improved
oosting procedures vere also implemented although in the early
195018 costing techniques were hampered by insuffioient staff,
By 1953, only 60 per cent of the Laboratories! total production
Howiever, by the time the

ing in that year, a system of dovble

accounting techniques vere

vwas costed on an actual cost basis,

Commission was established, costing proceduxes hed been developed

to & moxe acceptable level and some 55 cost depariments ox
centres were meintained, enabling accurate costing to be under-
taken for Laboratory products and services,

195. A1l activities were costed on a departnental besis, Costs
vere accumlated on an actual basis (labour, zoteriol and
expense); on & otandaxd basis (the distribution of small
animals, and other service department costs) and on an allocated.
basis assessed on usage, as for certain laboratory overhead,.

Q.98 and
Committee
File 1967/1

Q.98 and
Committee
File 1967/1

Q.138 and.
Committee
File 1967/1

Committee
File 1967/1
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Vfhere products were menufactured in lerge batches and on a
continuous besis, procesn costing was cmployed while batch
costing was employed foxr products not produced on a contimious
basis, The maintenance section of the Leboratories employed a
Job Cost system. In addition to carrying out all meintenance
of plent and équipment, that section also manufactured séores
and plent items end converted plant. It had boen the practice
to determine a standard cost for each product and it was said
that this coot was continuelly revicwed and ves revieved
dpecifically in {the event of exceptional changes that occurred

in a cost component,

196. Following the in.roduction of the double entry system of
cormexcial accounting, trading, am‘; vrofit and loss statements
and balance sheets were prepared and submitted o the Depaxrb.
ment of Health to indicate the profitability of the Laboratories
for approximately the last 10 yeara of their existence ao a
departmental activity and did not attract certification by

the Auditor~General,

197. During our inquixy we ekomined the reverme accounts and
balance sheets of the Leboratories, as published by the Auditor-
Generel, for the five years priox to the cstablishment of the
Commission. Vo found that the form in which this material hed
been published made its analysis exceedingly difficult. In this
regaxd ve were informed that, by that stage the Laborntories
wore in competition with other very active and estute commercisl
organisations. Althongh the Laboratorios wexe a part of the
Department of Health, it hed been: considered that they showld *
not publish more information in relation to theixr trading
aotivities, pexticularly on the commerciel side, than would be
published by menbers of the pharmeccutical industry.

198, At, our request the Depextment. subsequently tendered in con~
fidence, compaxative newufacturing, trading and profit and loss
statements of tle Laboratories, in columnox form, for the yenxs
195657 to 1960-61 and for the period 1st July to 1t November,

Qa,99 and 100
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1961, and & chart of accounts for the Lsboratories as at 30th
June, 1961..

199. The witnesees representing the Comuission informed we that,
since the establishment of the Cormission, accounting records
in a with pted ial principles and practices

have been introduced and every endeavour is being made to leep

abresst of developments in modern accounting techniques, It

was claimed that in the specific aves of costing, the

Cormission's approach had boen based on & Gepartmentalised cost Qs.439 and
centre principle including some 53 individual cost centres vhich

embrace not only productive costs but scrvices to production

and overkeads, Costs are accunmlated on o direct cost basis, |

where practicol, to each of those cost centres, Unfortunately,

within each cost. centre both public health and commexcial

products are produced side by side, The Commission hed come o

the conclusion, howover, that it mmst introduce a system thet Q8,340 to
would enable it to divide the Laboratories not only into move 342
controllable cost centres but which would enchble a greater

degree of manegement efficicncy by cost responsibility to be

achjeved and which would sluo enable the bosic non-profit making

research type and commercisl activities to be segregated into

tvo broad groups.

200, Vo were informed that Dby MNovember, 1967, the Commission had
completed a new standoxd costing procedure layout, Progress had

been made to the stoge where controle over lebour had been Q,805
introduced to measure lebour efficiency and particularly to

negsuxe. dend time, However, the resignation of the Finance

lanager of the Commission had impeded temporerily the

implementation of the systenm,

201. On the question of the andlysis of the Commission's accounts

so as to isolate the costs of non-profit maliing reseaxch-type

activity, the Chairman of ‘the Commission informed us that such

an aualysis forms part, and one part only, of a xeview of the Q.735
vhole activities of the Cormission in relation to the legisla~

tion undexr which the Laboratories operate, He added that until

the basis of the legislation and ite details arve exemined and
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adjusted to meet current xealitics, the development of more
refined accounting will not achieve its full purpose.

202. To assist us in our analysis of its financial results
the Commission tendered at our request, comparative balonce
sheets as at 2nd Novegbex, 1961, and 30th June, 1962 to 1966
and. statements relating to the source and application of its
funds, asset disposals, movements in iis Plant and liachinery
Account and Depreciation Reserve for the years 196162 to
1965-66, The Commission also %endered & chaxt of its accounts
as at 30th June, 1968.

203. Our exeminetion of this materisl had been preceded by
an analysis of the financial information prosented to the
Parlioment in the Commission's Anmual Reports and the Reports
of the Auditor-General, In surveying this published material
ve hod regerd to recognised accounting devices for mewsuring
the efficiency of the finencial menegement techniques employed
within the Commission, i.e. working capital ratios, liquid fund
ratios, returns on employed capitel, the eidstonce oad
adequacy of provisions, rates of sbtock ond debtors! twenover,
etae,

20k, In keeping with its position as an organisation in com-
petition with commercial enterprise, we found that the results
of analytical calculations which could be derived from
previously published information differed in some instances
maberially from the resulis calenlsted from material tendered
0 us subsequently. However, in eech instance, it appeared
thet the latter results indicated the employment of skilled
menegement techniques ond that public funds were being employeﬁ
in a satisfoctory manner, Indecd, such alditional information
as stotements of the source and disposition of funds (prepared
on & donfidentisl basis), statements of osset disposals, con-
solldated movements in working capitel and the Commission's
chart of accounts inGicated that o precise ond detailed
historicol accounting record hed been naintained and that the
Commisaion procedures compared favourably with the sophisticated accounting
techniques employed by commercilsd enterprise. In eddition, the
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evidence we received indicated thaet accounting systems were
8t1ll being refined within the Commission and that eventually
it was intended that clearer results would become available
despite the proviously mentioned neceusity to account for
naterials produced for the public benefit in conjunction with
othexr products that are sold by the Commission in | competition
vith private drug manufacturers.

Section 41

205, This section Which relates to the Audit of the

Cormission's accounts and records of financiel transactions,

is as follows:.
“(%4) The Aiditor-General shall inspect and audit the
accounts and records of financial transactions of the
Conmission, and shall forthwith draw the linisterts
attention to eny irregularity disclosed by the inspection
and audit that, in the opinion of the Auditor-General,
is of sufficient importence to justify his so doing,
(2) The Auditor-General shall, at least once in each
year, report to the IMnister the result of the
inspection end audit carwied out under the last
preceding sub-section,
(3) The Muditor~Genezsl or an officer authorized by
him is entitled at all reasoneble times to full and
free access to all accounts, records, documents end
popexrs of the Commission welating directly ox
indizectly to the receipt ox payment of moneys by
the Comission or to the acquisition, receipt,
ocustody or disposal of assets of the Commission.
(4) The Avditor-General or an officer authorized by
him mey make copies of or talte extracts from any such
accounts, records, documents or papers.
(5) The Auditor-General or an officer suthorized by
him mey require a Commissioner or an officer of the
Comnission to furnish him with such information in the
possession of the Commissionex or officer or fo which
the Commissioner or officer has access as the Auditor-
Genexal or anthorized officer considers necessary for

the purposes of an inspection or audit under- this.
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Acty and the Commissioner or officer of the Commission shall comply
with the requirement."

206. During the course of our inquixry we examined the Reports
and Supplementary Reports of the Auditor~General for each of the yeaxrs
1961-62 to 1965-G6- in respect of the Laboratories. Three of these
Reports in particular attracted our attention,

207. In Paragraph 76 of his’Report for 1961w62 the Auditor~General Pp. No.80
stated that the Commission had commenced operations on 2nd November,l%l.“ 1962
As at that date the Commonwealth transferred. to the Commission, in

accordance with Section 31 of the Act, the assets and liabilities

associated with the Laboratorios except the land and buildings and

the stocks of products not prescribed for purpeses of the Commissions

functions, Assets transferred included the cash and the Trust

Fund. Balances amounting to 235,966 ($47159%2) a5 shown in the

balance .shect of the fomer Administration, A further advance

of £500,000 ($1,000,000) from Division 881 Item 03 had been made to the
Cormisslon as additional woxking funds. At the time of preparation

of the Report, however, the Treasurer had not detemmined the value of the

assets transferred as required by Section 32(a) of the Act.

208. In Paragraph 14 of his Supplementary Report for the same Pp. No.127
year the Auditor General indicated that the statements had not been :ﬁdlgfiw
made available for audit pending completion of the action required

for the Treasurer's detexmination of the value of the assets transferred

to the Commission from the Laboratories. In regard to this delay

we were. informed by the Treasury Observer, irgVirtueythat it had

been necessary to establish the assets which the Commission would take

over as it did not require all of the assets that had been maintained

by the previous departmental administration, Assets no longex

required were declared for disposal. The second problem had

related to the valuation of the assets that were, in fact, taken

over by the Commission, This had requixed consultation between the

Department of the Treasury, the Department of Health, the Commission

and the Auditor-denexal's Office, He assured us that the Treasurer's
determination had been made as quickly as possible in the circumstances.
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209. In Parvagraph 7 of his Supplementary Neport for 1964-65.
the Auditor-General stated that Seotion 31 of the Commonweslth
Sexum Leboratories Act excluded land (and buildings on land)
from assets transferred to the Commission by thé Conmorwealth,
In darce vith an % between the Commission and
the Departments of Health and the Treaswry, espenditure by the
Commission on land end buildings owned by the Coumonwealth
had ‘been deducted from the Comuission's capital liebility to
the Cormorweslth, The JAuditor-General's Office had questioned
the legality of the deductions made. from capitel, having regard
to sections 32 and 33 of the Aot in respect of capital and xe=
payments of capital to the Commonwealth, At & conference of
officers representing the Commission, the Departments of Health
and the Yreesury end. the iuditor-General's Office, it had been
considered that capital expenditure, to be borme by the Commone
wsalth, should be provided by appropriation for the purpose and
provision had been mede accordingly in theEstimates for 1965-66,

210. e vere informed by a witness representing the

Commission that the practice of deducting expenditure by the

Commisasion on land and buildings owned by the Commonwealth from

ite capitel liability to the Commonwealih hed been accepted

from the formation of the Commission. The Auditor-General,

however, hed re-exemined the matter and sought a legal opinion

on it., Arising from this, the matter had been discussed by the

parties concerned and it hed been resolved to vevert to the Q8.334. amd
present system. The Audit Observer, iir. Lavrence, agreed that 5

the matter had been corrected, through discussion.
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Chapter 9

The Reports of the Commission

211, Under the provisions of sectiom.: 43 and 44 of the
Commonwealth Sexum. Laboratories Act 1961 +the Commission ie
required $o furnish reports to the Minister and the Minister
is required in {urn to present the reports to the
Perlisment, The provisions of sections 43 and 44 exe seb
out below.

143, (1.) The Commission shall from fime o time infoxm the
Minister concerning the genercl conduct of its
* business.

(2.) The Comnission shall furnish to the Minister such
information releting to its operations as the
Minister requires.

44, (1.) The Coumission shall, es soon as practicable
after eaoh thirtieth day of June, prepare and
furnish to the Minister a reportv of ite
operations during the year ended on that date,
together with financial statements in respect of
that year in such form as the Treasurer approves.

{2,) The report shall desl specifically with any
operations of the Commission in wespeet of whioh
& determination by the Minister under section
ninetcen of this Act was in force during the year
and the finenocial stetement shall show separately
the financial results of any such operations.

(3.) Before furnishing the financial statements to the
Ministex, the Comnission shall submit them to the
Augitor-General, who shell report to the Minister~

(a) whethexr the statements arc based on proper
acoounts and records;

(b) whethex the statcments are in t with
the accounts' end recoxds and show fairly the
financial operations and the stete of the
affaixs of the Commissiony

A8
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(c) whether the receipt, expendituxe and investment of
moneyg, and the acquisition and disposal of assets,
by the Commission during the year have been in
accordance with this' Act;

(a) as to the adequacy of provision in the nature of
regorves made in the accounts of the Commission; and

(e) as to puch other malbers arising out of the statements
as the Auditor-General considers should be reported
to the Minister. '

(4.) The Minister shall lay the report and financis) stetements
of tho Commission, together with the report of the Auditor-
General, before each Ifouse of tho Parliement within fifteen

sitting deys of that House after their xeceipt by the
HMinigter."

212. During the course of our inguirxy we examined each of
the Reports of the Commission that hed been tabled in the
Perliament and we questioned witnesses xepresenting the
Depaxtment of Health end the Commiscion as to the adequacy of
those reports.

213. We were informed by the Department of Heelbth witnesses

that while the Ministex would require u reasoneble form of

Report from the Commisaion, the question of the exbent to which

reports should be mado wowld be a matter for the Commission

itself. It wns edded thet while the Repoxts of the Commission

wore considered by the Department to be adequate end to have covered

all of the necessary functions cnd operations of the Comnission, ggi 272‘, 279,
and.

the Department would examine the Reports specifically in the ' 692 to
sontext of the nceds of tha Purliament. During the finel hoazing 694,
of our inguiry we were informed that the Miniater hod raised with

the Commission the question of the adequacy of the Reports..

2k, During en exemination of Cowmission witnesses we were
informed %hat, as the Commission is enzaged in competition in
the marketiné of & range of products the quention of the form
and contont of its Reports, perticularly in relation to
finmncisl dotatl end in roletion o mabboxs vihioh, if disclosed
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wnight operate to the benefit of ite compotibors, was o Q. 822 to
natter for judgment end vias essentially a, question of 5
Commission policy, At tho same time, however, the witnesses
ooncerned agreed to examine the foxm and content of the

Commigeion's reports, in the context of the needs of the
Perlisment.
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Chaptex 10
Regulations °
215. Section 45 of the C 1th Serum Laboratories Act 1961

provides as followas-

"The Governor-General may mske regulations, not
inconsistent with this Act, prescribing all
mabters required or permitted by this Act to
be prescribed, or necessary or convenient to-
be presoribed for carrying out or giving effect
to this Act,"

216, As Section 19 (a) of the Act provides for the prescription

of biological products we examined the witnesses in regaxd to the

formilation of regulations, Ve were informed that the Department of

Health proposes such reguletions as would seem necessary to it but

that this would be done in full consultation with the Commission,

The witness added that while it is an administrative responsibility

of the Depariment of Health to provide the machinery for the imple~ Q1,280 and
mentation of regulations, most of the proposals would be initiated 697 to 699
by the Commission, At the time of our inguiry, no proposed regula.

tions relating to the Commonvealth Serum lLaboratories Act were oute

standing with thé Attorney-Ceneral's Departwent and in respect of

the more recent regulations promilgated, prompt attention had been

given to the matter by that Department,
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Chapter 11
Summary and Conclugions

217. Your Committee's inquiry shows that the Commonwealth
Serum Laboratories were established during World War I, mainly to
meet Australian requirements of anti-toxins, sera and vaccines on
a standardised basis at minimum cost. At the same time inquiry
and research into the causes of disease and the improvement of
methods of producing vaccines and anti-toxins to combat disease
have always constituted an important part of the functions of the

Laboratories.

218, Originally established under the Quarantine Branch of

the Department of Trade and Customs, the administration of the
Laboratories was transferred to the Department of Health in 1921,
where it remained until 1961 when it was transferred to the control

of a Commission.

219, Commencing with the production of vaccines in 1917, the
range of products produced by the Laboratories had been extended
to twelve human bacterial vaccines and smallpox vaccine in the
following year. By 1923 the production of insulin had been added
to the range of products, while in 1925 the laboratories pioneered
the use of human blood products in the processing, for therapeutic
purposes, of blood collected from people who had recovered from
poliomyelitis, measles and scarlet fever.

220. The activities of the Laboratories continued to develop
and expand, and in 1936 a farm of 325 acres was acquired at
Broadmeadows, near Melbourne, for the purpose of breeding and
holding horses in comnection with serum production. Extensive
new buildings, involving mainly additions to existing buildings
at Parkville, were completed between 1937 and 1942,

221. Tetanus prophylactic was being developed and tested
in 1938 and prepared in quantity in 1939. The outbreak of war
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in that year created an unprecedented demand for bioclogical
products. This, however, had been largely foreseen and much of
the. developmental work connected with Defence Force requirements
had been completed before the war began.

222. The successful development of penicillin in 1943

inspired the Laboratories to commence the immediate preparation of
this new biological product. and esupplies were first made available,
on a restricted basis, to the civilian population in 1944,

223, In 1952 serum fractionation was commenced for the

production of albumin, fibrinogen and gamma globulin, and later for
the antihaemophilic factor. Because of the non-availability of
additional land at the site of the Broadmead farm, it b

necessary for a further farm of 1,361 acres tc be acquired at Woodend
in 1959.

224, By 1961 the wide area of activity of the Laboratories had
involved substantial investment and development. The Laboratories
occupied & 23-acre site at Parkville and operated a 325-acre farm
at Broadmeadows and a1,36l-acre farm at Woodend. The capital
invested in these locations exceeded $12,000,000, with an annual
turnover in the vicinity of $4,800,000 and a staff of approximately
1,000,

225. By 1961 the Government recognised that it was a matter

of national importance that the Laboratories continue to maintain
their position in the various health fields. The Government also
recognised that, to enable the Laboratories to meet changing and

growing needs, a flexible and efficient

was v
to direct the affairs of such a large and important undertaking
in a business like manner. Being conscious of the increasing
growth and complexity of the Laboratories' activities, the
Government examined ways and means to improve their overall
administration and came to the conclusion that the establishment
of a statutory commission. comprising both business and medical
men of wide experience would provide the most flexible, effective
and, therefore, efficient form of adminiatx:ution.
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226. In the Bill placed before the Parliament it was
proposed that the biological products to be manufactured and sold
by the Laboratories would be prescribed by regulation; that the
Commission would adopt a policy aimed at obtaining sufficient
revenue from the sale of products to cover the expenditure of the
Commission plus a regsonable return on the capital invested; and
that all products marketed by the Commission at that time would
continue to be produced. DProvision was also made for the
Cormission, in accordance with a determination of the Minister, to
undertake research appropriate to its functions and for the Common~
wealth to meet the cost of this research where the Commission's
operations resulted in a loss. It was also nroposed that the
assets of the Laboratories would be transferred to the Commission,
their value plus the net amount of capital provided from moneys
appropriated by the Parliament for the Commission's use
representing the capital of the Commission. While it was not
proposed that the Commission would pay interest on its capital,

it was proposed that it should make payments out of its annual
profits to the Commonwealth.

227. Your Committee’s inquiry into the operations of the
Commission was undertsken having regard to the history of the
Laboratories from their inception and the policy objectives
stated at the time of its establishment.

228. With the removal of import licensing on penicillin and
insulin in February 1960, the Commission has found itself confronted
not only by local competition in respect of penicillin, but also
by competition from imports., In this trading environment the
Commiasion has been enpaged in the expansion of its. volume and
range of products and in the improvement of local marketing and
export arrangements. Currently the Commission is making available
a full range of its products in each capital city, distribution
being made mainly through wholesalers to chemists and directly

to hospitals. TFxcluding those products sold uhder the National
Health Service, a very considerable proportion of the Commission's
products is sold direct to users.
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229. Since its establishment the Commission has also been
active in the field of research and development associated with
biological products. Details of this work in recent years are
set out in Chapter 5 of this Report.

Conclusions

230, Your Committee notes that since their establishment, the
Commonwealth Serum Laboratories themselves have been located on

one site at Parkville in Victoria. Your Committee further notes
the view expressed by the Director of the Laboratories that there
is no intention to resume any further land in Royal Park, Parkville.
While the progressive development of that site over the intervening
Years would undoubtedly have yielded substantial economies compared
with the development of laboratories on a geographically dispersed
basis, Your Committee believes that the stage may now have been
reached where, for strategic reasons, consideration should be
given to a greater decentralisation of development of production

facilities for vital sera.

231, So far as the constitution of the Commission is concerned,
our attention.was attracted to section 16(2) of the Commonwealth
Serum Laboratories Act, which provides that the Chairman of the
Commission shall not permit a period exceeding five weeks to elapse
between meetings of the Commission. While undoubtedly the purpose
of this provision is to ensure that regular meetings are held, we
were informed that circumstances have arisen whereby a meeting of
the Commission has been convened merely to comply with this provision
in the Act. In order to obviate the need for meetings convened
only for that purpose, Your Committee believes that in the interests
of flexibility in the convening of Commission meetings the
Department of Health should confer with the Commission to assess.
whether an amendment to Section 16(2.) of the Act is desirable.

232. In regard to section 17 of the Act, which confers the
power of delegation on the Commission, the evidence showed that
the delegations in existence at the time of our hearing in May
1967, and which had been formulated in 1961, were somewhat
obsolete due to staff, organisational and other changes that
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had occurred. In February 1968 we were informed that progress
had been made in the development of a more flexible scheme of
delegations, although. this had not been committed to written
form at that stage. Your Committee believes that, in the
interests of efficient administration, the Commission should
complete the re~development of its scheme of delegations in
written form at the earliest opportunity.

233, During our inquiry we examined specifically the
requirements laid qown in Section 21 of the Commonwealth Serum
Laboratories fct that the Commission shall, in relation to
biological products prescribed in section 19{a) of the Act,
pursue a policy directed towards secwring revenue from the
sale of those products sufficient to meet all of its
expenditure in connection with those products that is properly
chargeable to revenue, and to permit the payment to the
Commonwealth of o reasonable return on the capital of the
Commission.

234, We were disturbed to find that representatives of the
Department of Health, which had framed the legislation, were
unable to define the meaning of a ressonable return on funds.

235. Beyond suggesting thet, on 2 commercial basis, the long
term bond rate would represent a reasonsble gross return on
capital for the Commission, the Treasury Obgerver felt that the
definition of a reasonable return on funds would depend on the
situntion of the particular statutory authority concerned in
relation to its competitors and on other circumstances that
have a bearing on its ability to make a profit, In any case,
it appears from the evidence tl;nt it would be necessary for
the capital employed by the Cowmission to be dissected so as
to iseclate the capital ermployed in commercial activities in
order to determine a reasonable return on such capital.

Your Committee believes that the Department of Heslth and the
Department of the Treasury should seek to clarify for the



90~

guidance of the Serum Laboratories Commission the meaning of
the expression 'reasonable return on capital’,

236, Your Committee has also given careful consideration

to the relationships that exist between Sections 19, 21 and 22 of
the Commonwealth Serum Laboratories Act., In regard to these
gections the Chalrman of the Commission drew attention to the
fact that section 19 confines, restricts and limits the
activities of the Laboratories in such a way that the Commission
does not have the flexibility of operation and the opportunity
to diversify that are available to private enterprise.

section 22 places an obligation on the Minister to determine
the price of all products .supplied directly to a government or
to a person on behalf of.a government after conferring with

the Commission, 2ction 21 directs the Commission to follow

a policy which, among other things, will produce a reasonable
return on capital employed. The Chairman claimed that a
conflict exists between these sections in that limitations are
placed on the sale of biological products in which a
considerable area of the Commission's sales is affetted,
directly and indirectly, by prices beyond the actual control of
the Commismion. For this reason the Commission claims to be
gravely handicapped when it seeks to carry out the duty imposed
on it of also working towards a profit. Your Committee notes
the view expressed by the Chairman of the Commission that this
dilemma will vemain until it is made clear that the Commission
is to be regarded either primarily as a part of the public
health service of the community with a section devoted to
commercial activities, or is primarily a commercial activity
with limited government responsibility.

237. So far as the ts of the Laboratories are med,
the evidence shows that it was not until 1949 that a system of
double entry commercial accounting was introduced. From that
point onwards icprovements were made in the Laboratories!
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accounting techniques and by the timé the Commission was
established in 1961 some 55 cost depariments or centres were
maintained, enabling accurate costing te¢ be undertaken for
laboratory products and services.

Zjé‘. It appears that since the esta.blishl;lent of the Commission,
accounting records in accordance with accepted commercial
principles and practices have been introduced. In the
specific area of costing, the Commission's approach has been
based on a departmentalised cost centre principle, the
individusl cost centres embracing production costs, services

. to production and overheads. Costs are accumulated on a
direct cost basis, where practical, to each of these cost
centres. However, within each cost centre both public health
and commercial products are produced side by side. We note.
that the Commission has reached the conclusion that it must
introduce a system that will enoble it to divide the
Laboratorict not only into more controllable cost centres, but
which will enable a greater degrce of management efficiency by
cost responsibility to be achieved. While the Commission had
completed a new standard costing procedure layout by November
2967 and had made progress with its implementation, it appears
that the completion of this work was subsequently impeded by a
staffing difficulty.

239. During our inquiry we examined the revenue accounts and
balonce sheets of the Laboratories, as published by the
Auditor-General, for the five years prior to the establishment
of the Commission, and we also exmsined the revenue accounts
and balance sheets furnished each year by the Commission in
its annual reports.. However, both the Department of Health
and the Commission have talcen the viaw that they should not
publish more information in rclation to the trading activities
of the Laboratories, particularly on the commerciol side, than
would be published by members of the pharmaceutical industry.
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ihile we accept this view, we nevertheless found it necessary
to obtain from the Department and the Commission, confidential
copies of revenue accounts and balance sheets adequate in form
and detail to enable a full financial analysis to be made.

The analysic indicated the employment of skilled management
techniques and that public funds were being employed in a
satisfactory manner, Indeed, the statements of the source
and disposition of funds, statements of asset disposals,
congolidated movements in working capital and the Commission"s‘
chart of accounts indicated that a precise and detailed
historical accounting record had been maintained. They alsoc
indicated that the Commission's procedures, while capable of
further refinement, compare favourably with accounting
techniques employwd by commercisl enterprise.

2k0.  In view of tne opinion expressed bty the Chairman of the
Comnii.ssion that a conflict exists between sections 19, 21 and

22 of the Commonwealth Serum Labvoratories Act and the claim that the
introduction of morc refined accounting techniques will not
achieve their full purpose until the costs of non~profit making
research-type activities have been isolated in the Commission's
accounts, Your Committee believes that a useful purpose would be
served if the Government were to review the relationship between
sections 19, 21 and 22 of the fAct. We also believe that the
Commission would be assisted greatly in its future activities

if the relationship between it and the Department of Health

were to be altered in such a way that the Department would
become a client of the Commission in respect of all Section 19(b)
production and research activities. We would envisage, under
such a relationship, that the Department would seeX  funds
under its own votes to meet the costs of those activities.

Apart from the fact that the level of expenditure involved

would be elearly identifiable to the Farliament each year, we
also believe that the Commission would be able, more readily,

to meet the requirements of section 21 of the ict which, inter
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alia, requires the payment of a reasonable return on the capital
of the Commission to be made to the Commonwealth.

24). Following its far reaching inguiry into the .iustralian
#luminium Froduction Commission in 1954-55, Your Committee
made recommendations not only relating to thc conduct of the
Commission's affairs but relating also to statutory authority
legisletion generally. The latter recommendations related
to the need to achieve uniformity zs between statutory PPs. 16.69
authorities, particularly in regard to such matters as the ;g;kfgg of
audit of their accounts; the question of resrcnsibility
for the form of accounts of statutory corporations and
Government trading undertakings and the nced to clarify the
position with regard to pecuniary interest of members of
statutory corporations. The subsequent Treasury hinute PP. No,127
relating to these Reports showed that the nced to achieve of 1964
sensible uniformity between statutory corporations had beon
recognised and appropriatc action taken. levertheless, it
appears to Your Committee from the evidence tendered in this
inquiry that further scope exists for the refinement of
statutory authority legislation in the area of Government
. trading undertakings. The evidence shows that there is ne
requirement under ssction 34 of the Commonwealth Serum
Laboratories Act that the Minister must consent to borrowing
by the Commission. No limit is placed on the amount that may
be borrowed and no reference is made as to the rate of interest.
at which borrowings may be made. In the case of the
Australian National Airlines. Commission and the Australian
Coastal Shipping Oomx:)i‘ssion, however, limits have been set
as to the amounts that ‘mw be borrowved and the minister must
approve of the borrowings. In the case of the sustralian
Coastal Shipping Commission the legislation makes reference
to & rate of interest on borrewings. In these circumstances,
Your Committee considers that all statutory authority
legislation governing trading enterprises should be examined
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critically with a view to achieving uniformity of arrangements
as between the enterprises concerned wherever practicable,

242,  During our inquiry we examined carefully the question
of the adequacy of the Commission's annual reports in the
context of their value as information documents for members

of the Parlipment. In general, we accept the Commission's
viewpoint that the form and content of its annual reports is

a matter requiring careful judgment aé it is engaged in the
marketing of a range of products in competition with other
suppliers fo the Australian market. Subject to this general
qualification, however, we believe that the Commission should,.
wherever possible, provide in its reports as much information
as possible regarding its activities for the benefit of the
Parliament and the public. ‘e would emphasise the importance
of this matter as we found that, while the annual reports of
the Commission had provided figures of total staffing until
1963-64, no reference to staff numbers employed had been made
in the reports for the two subsequent years. s the witnesses
representing the Commission were unable to suggest reasons why
these omissions had occurred, Your Committee believes that
there is scope within the Commission for the exercise of
greater care to ensure that material is not inadvertently
withheld from reports. Your Committee notes with. satisfaction
that, prior to the conclusion of our public hearing, the
Hinister had raised with the Commission the question of the
adequaey of its reports.

For and on behalf of the Committee,

o S

- Chairman.
DAVID N. REID
Secretary, %
Joint Committee of Public Accounts,
Parliament House,
CANBERRA . . . . A.C.T.

27 Februsry, 1969.
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Appendix No. 1
’ Index to Exhibits
Ixhibit No, Title
1. Submission by the Department of Health on the

History of the Commonwealth Serum Laboratories.

2. Public Supplementary Submission by the Department
of Health, .
3 Confidentia)l Supplementary Submission by the

Department of Health.

4 4, Public' Supplementary Submission by the Commonwealth
Serum Laboratories.

Se Confidential Supplementary Submission by the
Commonwealth Serum Laboratories.



