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INTRODUCTION

I, the Chairman, Committee on Public Undertakings having been
authorised by the Committee to submit the Report on their behalf,
present the Thirty-seventh Report on Action Taken by Government
on the recommendations contained in the Eightieth Report of the
Committee on Public Undertakingss (Fifth Lok Sabha) on Hindustan
Antibiotics Ltd.

2. The Eightieth Report of the Committee on Public Undertakings
(1975-76) was presented to Lok Sabha on 19th March, 1976. Replies
to all the 79 recommendations contained in the said Report were re-
ceived in batches from the Ministry of Chemicals and Fertilizers and
the last batch was received on 4th Nctober, 1976. Further information
in respect of certain recommendations was also called for from the
Ministry of 17th January and 14th March, 1977 and the replies to the
first batch were received on 25th February, 1977 and replies to the
second batch on 9th and 20th May, 1977.

3. As the replies received from the Ministry in respect of certain
recommendations required updating, the Ministry were asked on
8th December, 1977 to furnish updated replies with latest informa-
tion in respect of 35 recommendations and the same were received
from the Ministry on 11th January, 1978. Updated information in
respect of three recommendations was also received on the 2nd
December, 1978.

4, The replies of Government were considered by the Action
Taken Sub-Committee of the Committee on Public Undertakings and
this Report was adopted by them at their sitting held on the 28th
March, 1979. The Report was finally adopted by the Committee on
Public Undertakings on the 31st, March 1979.

New DELHI; JYOTIRMOY BOSU,

April 2, 1979. Chairman,
Chaitra 12, 1901 (S). Committee on Public Undertakings.

{vii) ‘



CHAPTER 1
REPORT

This Report of the Committee deals with the Action Taken by
Government on the recommendations contained in- the Eightieth
Report of the Committee on Public Undertakings on Hindustan Anti-

biotics Ltd. which was presented to Lok Sabha on the 19th March,
1976.

2. Action Taken notes have been received from Government in
respect of all the 79 recommendations contained in the said Report.
These have been categorised as follows: —

(i) Recommendations/observations that have been accepted
by Government:

1—5, 7—13, 15, 16, 19—23, 26—47, 49055, 57, 58, 60 and
62—T79.

(ii) Recommendations/observations whiech the Committee do
not desire to pursue in view of Government’s replies:
14, 48 and 61.

(iii) Recommendations/observations in respect of which replies
of Government have not been accepted by the Committee:
6, 17, 18, 24 and 25

(iv) Recommendations/observations in respect of which final
replies of Government are awaited:
56 and 59. ’

3. The Committee will now deal with the action taken by Govern-
ment on some of their recommendations.

A. Penicillin. -Kceping pace with technology
Recommendation No. 6 (Paragraphs 2.28 and 2.29)

4. The Committee recommended that a case study of the produc-
tion of Penicillin by HAL should be undertaken so as to determine
the national loss due to not keeping pace with the technical develop-
ments in improving the strains.

5. The Committee also suggested that a Study should be made
and a report prepared once a year comparing the output and techno-
logy used in the Undertaking with units in the country and if possible
"with efficient units outside the country, and considered in depth
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by the Board of Directors who should give their recommendations
for improving efficiency and production.

6. In reply the Ministry have stated that the Company is keeping
itself abreast of the developments taking place in technology and
making all effort to secure improved technology and strains as and
when available. For instance the Company has obtained and intro-
duced improved strain and technology for the manufacture of Strep-
tomycin and Penicillin from M/s. Glaxo (U.XK.) and M/s. Toyo Jozo
(Japan) respectively and were in the process of introducing improv-
ed technology for the manufacture of Vitamin C obtained from M/s.
Roche Products*.

7. It has been further stated that a study in respect of Company’s
output and technology used in the undertaking with the units in the
country appears to be not feasible as the results of operation/data
in each of other units in the country and outside are not available
for comparison. The status of technology of various products of the
Company is, however, constantly under review. Comparative statis-
tics of output and technology to the extent available made use of for
correct assessment. The Ministry have added that in the abonve
background case study as recommended by the Committee may not
be feasible.

8. The Committee are not satisfied with the reply of the
Ministry. They do not sce any reason why a case study of the
manufacture of Penicillin cannot be undertaken se¢ as to determine
the national loss due to Hindustan Antibiotics Ltd. not keeping
pace with technical developments in improving the strains. This
well suits the interest of the multi-nationals in the particular field
and therefore requires a deep probe. The Committee would like
to reiterate that a case study of the manufacture of penicillin as
already recommended by the Committee should be made expediti-
ously and the results reported to the Committee within thyee months
and reflected in the Annual Report of the Corporation and also
the Annual Report of the Administrative Ministry fully.

/
9. The Committee would also like to reiterate that a study
should be made and a report prepared every year comparing the

* At the time of factual verification, the Hindustan Antibiotics
Ltd., substituted this sentence to read as follows:—
“For instance the Company has obtained and partially intro-
duced improved strain and technology for the manufacture
of Streptomycin and Penicillin from M/s. Glaxo (U.K.)
anti M/s. Toyo Jozo (Japan) respectively and were in the
process of rehabilitating the Vitamin C Plant with the
free assistance from M/s. Roche Products.”
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output and technology used in the undertaking with the other units
in the country and, if possible, with efficient units outside the
country and considered in depth by the Board of Directors who
should give their recommendations for improving efficiency and
production. This should also be covered adequately and faithfully
in the Annual Report of the Undertaking

B. Streptomycin/Agreement with Mercks and Co.
Recommendation No. 17 and 18 (Paragraphs 2.105 and 2.106)

10. The Committee recommended that the Ministry should
examine critically in consultation with the authorities concerned as
to how far the action of Mercks in not informing Hindustan Antibio-
tics Ltd. about the improved strain of streptomycin was correct with
reference to terms of collaboration agreement so that suitable action
might be initiated by HAL. The Committee also observed that there
was no justification for the delay of four years on the part of HAL
in deputing its officers to Mercks & Co. when it was known that
Mercks was getting higher titre yield even from 1967 and when the
agreement gave the right to the officers of the Company to visit the
plants once a year. The Committee deprecated the complacency and
negligence on the part of HAL in not keeping itself concurrently
informed of the developments and improvements in the strain of
streptomycin by Mercks. The Committee recommended that the
Government should investigate the matter and fix responsibility for
the lapse.

11. In reply, the Ministry have stated that “the Government pro-
pose to examine critically in consultation with others concerned,
the reasons for the delay on the part of HAL in not deputing its
officers to Mercks. Before doing so, it is proposed to get an investi-
gation done by the Board.

12. The Ministry further informed (January, 1978) that the Board
of Directors of HAL examined the matter on 3rd March, 1977 and
recorded the following minutes: —

“According to the contract, Mercks & Co. were only required
to keep HAL informed of any new improvements made by
them in the process of sub-cultures for the production of
Streptomyecin. In this particular case, according to them
no such improvement had been achieved in their own
laboratories, but they had purchased an improved strain
from Glaxo who had made a break-through in this regard.
In view of this, Merck’s failure to inform HAL about the
improved strain cannot be held to be incorrect in terms of
the contract.
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. Upto the year 1868, Merck’s performance in terms of titres
achieved showed a slight improvement with fluctuations
up and down, but there was no dramatic increase want-
ing special enquiry, during the same period, there was
some decline in the production performance of HAL, but
this was stated to be the result of import substitution
measures in raw materials. It was only in 1970 that the
results obtained by Mercks showed a significant increase
in titres obtained in comparison with previous years, and
when this was noticed HAL deputed two officers in 1971,
in order to find out what improvements had been carried
out by Mercks for getting better yields.”

13. In regard to keeping itself concurrently informed of the deve-
lopments and improvements, the Government stated in a further re-
ply as follows:—

“The Board noted that the management of HAL had been en-
devouring to keep itself abrest of developments in India
and abroad by organising symposia, deputing personnel
to seminars and symposia in India and abroad, subscribing
to over 40 foreign journal in the field of antibiotics and
allied subjects. However, the information relating to pro-
ductivity particularly in the field of antibiotics is highly
secretive and is not readily divulged by the firms
concerned. It is only as a result of the efforts made by
the Company that it was able to locate and obtain improv-
ed technology in the case of Penicillin recently.”

14. The Committee condemn the negligence on the part of HAL
in not keeping itself concurrently informed of the developments
and improvements in the strain of streptomycin by Mercks. There
could be lot more than meetls the eye since Mercks are a very
powerful and resourceful multi-national in this field. The Com-
mittee would insist that the Ministry of Chemicals and Fertilizers
should independently examine critically the action of Mercks in not
informing HAL about the improved strain of streptomycin with
reference to the terms of the collaboration agreement. The findings
of the enquiries should be conveyed to the Committee within three
months and the matter should be clearly and fully reflected in the
Annual Report. .

C. Vitamin C—selection of technology

Recommendation Nos. 24 and 25 (Paragraphs 2.164 and 2.165)

15. The Committee observed-that they failed to understand as to
why the techno-economic evaluation of the project for manufacture
of Vitamin C based on the joint report of Hindustan Antibiotics Ltd.
and National Chemical Laboratory was not undertaken as envisaged
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earlier and a decision was taken by Government without making sure
of upscaling the technology/or examining the cost. The Committee
desired that this aspect should be investigated and responsibility fixed
for the lapse. S

16. The Committee stressed that every prudent care should have
been taken to have selected the appropriate technology and no efforts
should have been spared to critically evaluate the same before taking
the investment decision.

17. In their reply, the Government informed the decisions taken
at the inter-ministrial meeting held on 14 February and 5 July, 1963
to consider the proposals of HAL for setting up Vitamin C and
Hamycin Projects. The decision inter glia was “HAL complete pilot
plant runs and submit a joint report with NCL to the Government
by January 1964”. The joint report made a favourable report of the
trials of Vitamin C Pilot Plant. “It was then not considered to have
a further technical or economic evaluation of the project based on the
Joint Report of HAL and NCL. .It may also be mentioned that a
number of years were lost in making the Pilot Plant trials and seeking
Government’s approval and in the meantime the private sector com-
pany, which was the only monopoly producer was making progress in
the manufacture of Vitamin C. It may be mentioned that it was in
their eagerness to produce Vitamin C as early as possible that the
Company and Government went ahead with the implementation of
the Vitamin C for 125 tonnes capacity.

18. It has further been stated that unfortunately the operation of
the plant did not yield the desired results on a commercial scale.
Government thereafter considered the whole matter afresh and ap-
pointed a Task Force to study the problems involved in the matter
and report/recommend after thorough examination a suitable course
of action to retrieve the Plant.

19. The Committee are nol at all convinced with the reply of the
Government in regard to the setting up of Vitamin C Plant as the
operation of the Plant did not yield the desired results on up-scaling
it on a commercial scale. The Committee would reiterate their
earlier recommendation that this aspect should he investigated and
responsibility fixed for the lapse under advice to the Committee
within three months. The Committee apprehend that there are
unseen hands of multinationals in this very much.

D. Withdrawal of batches from market
Recommendation No. 35 (Paragraphs 2.213 to 215)

20. The Committee noted that a maximum number of batches of
potassium penicillin G were withdrawn and the withdrawals were
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mainly on account of non-confirmity to specifications. The Com-
mittee felt that ‘‘withdrawal of batches from market’’ did not leave

a good image of HAL on the public mind. They desired to know how
such batches passed the quality control test.

21. The Committee desired that the deficiencies in the products,
which resulted in fatal reaction should be thoroughly investigated
and deterrent action taken against all those responsible for the de-
linquency.

22. In their reply, the Government informed that the record of
withdrawals of vials from the market was being maintained. The
Company constituted a ‘‘Complaints Committee,”” comprising tech-
nical experts from Quality Control, Production, R&D and Sales.
The Committee examines in depth periodically the nature of com-
plaint and initiates remedial measures. A high powered committee
called ‘‘Adverse Reaction Committee” is also constituted by analyse
in depth the complaints of reactions. As regards investigation into
fatal cases, the procedure dealing with the investigation has been ex-
plained in detail.

23. The Committec desired to know whether any investigation:
had been made into fatal cases and what action was taken as a
result of such investigation. In their reply Government stated that
whenever a fatal case was reported after the use of a HAL product,
the Sales Department directed the Regional representative to per-
sonally collect further information on the reported incident for
carrying out investigation. The procedure dealing with the investi-
gation has been explained, but it has neither been stated clearly
that such investigations were done nor the action taken as a result
of such investigation heen indicated in the reply. The Committee
require information should be furnished to them without fail.

E. Utilisai'on of Services
Lkecommendation No. 39 (Paragraph 2.240)

24. The Committee recommended that Government/BPE should
issue standing directions that m:oasuring control instruments should
invariably be provided along with the machines/equipment and
should in fact form an integral part of the machincs

In their reply the Government has stated that—

“HAL has already implemented the suggestion. The Com-
mittee’s recommendation that Government/BPE should
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issue standing directions that measuring control instru-
ments should invariably be provided along with the
machine/equipment are under consideration.”

25. In reply to the Committee’s recommendation that Govern-
ment/Bureau of Public Enterprises should issue standing directions
that measuring control instruments should invariably be provided
along with the machines/equipment and should in fact form an
integral part of the machines, the Government has stated that the
matter is under consideration of the Government/BPE. The Com-
mittee thoroughly disapprove delay in examining the matter and
issue of the necessary instructions which could be a motivated ome.

F. Vialling--Installed Capacity

Recommendation No. 42 (Paragraph 3.9)

26. The Committee desired that HAL should improve the utilisa-
tion of capacity of vialling and bring it to the level of 48,000 vials
without further lgss of time and money. The Committee were in-
formed that the number of vials filled per shift during the year
1976-77 works. out as follows:

Average vials filled

per shift
1976-77 27916
1977-178 26957
1978-79 31730

27. The Committee regret to find that though the installed capa-
city is 48000 vials per shift, IIAL has not been able to achieve capa-
city utilisation of even 36000 vials per shift which was considered
practicable by the Minisizy. The Committee would require that
Ministrv/HAL should critically examine the constraints in the way
of achieving installed capacity if necessary in consultation with
experts unconnected with the private sector and take con-
certed raecasures without delay to improve the capacity utilisation
to 36900 vials per shift.

G. Vialling—-Spillage and overage
Recommendaztion No. 50 (Paragraph 3.51)

28. The Committee expressed their concern to note that the
spillage and overages have always been in excess of standard and
cumulutive loss on this account during the last eight years was of.



‘the order of Rs. 50.33 lakhs. The Committee stressed that the stan-
-dards which were fixed in the initial stages should be reviewed by
the R&D Wing of the Company in the context of the present stage
-of equipments and processes and stricter standards evolved for the
purpose of assessment of the efficiency of vialling operations.

29. The Government in their reply informed that the Company
had fixed an overage of 5 per cent i.e. 5 per cent extra by weight
of the antibiotic powder than what is declared on the label as dosage,
to ensure that no vial would contain less powder than what is
declared on the label, and constant efforts were made to restrict
it to 5 per cent.

30. The Government also stated in September 1976 that ‘‘as re-
commended by the Committee the R&D Unit of the Company will
be called upen to review the standards fixed by the Company in the
context of the present stage of equipments and processes and stricter
standards evolved for the purpose of assessment of the efficiency of
the vialling operations.” i

31, On a further enquiry from the Committee, the Government
:informed as follows:—

‘““(a) Overages: The maximum percentage allowable by the
statutory Regulation have been strictly kept in view in
our Formulations Department for both the injectable and
ron-injectable preparations. The norms for overages con-
stitute the product guarantee to the consumer for having
a minimum of the effective drug in the given dose form.
These are fixed keeping in view the normal variations
that are encountered while using equipment and machi-
nery currently in use at HAL and with other formulators.
With the introduction of better technology that is being
envisaged in the Formulations Plant expansion at HAL,
.it would be possible to control the overages and redu
the level further, while at the same time wassuring dose-
level unformity to the consumer. The R&D and the Pro-
duction units have had discussions with equipment manu-
facturers and suppliers on this very question, and hope
to achieve improvement in this in their plants.”

Actual overages for Penicillin and Streptomycin products for the
‘years 1976-77 and 1977-78 are furnished below: — o

1976-77 1977-78

Pen. STPT Pen. STPT
Percentage of actual overage to standard 7-01 6-99 808 714
consumption.
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It wpuld be observed from above that actual percentage of
overage as compared to standard consumption has shown increased
trend both in Penicillin and Streptomycin. This is due to the fact
that existing machines in the Formulation Plant have become old
and many cases of underages were noticed. Therefore, the machines
have been adjusted to higher overage percentage within the phar-
macopocial standards prescribed for potency for Penicillin and
Streptomycin Products. HAL has also taken procurement action
for modernising existing Formulation Plant.

(b) Spillages: The wastage due to spillages can be attributed to
(1) handling losses, and (2) old and worn-out equipment used in the
vialling, tabletting and capsuling operations The vialling machines
at HAL are the earlier proto-types and are being replaced with more
efticient and faster machines under both the renewals and replace-
ment scheme, as well as in the setting up of the new Formulations
II Plant at Pimpri. The present norm for spillage which has been
fixed at 5 per cent overall, could not be maintained primarily due to
the factor mentioned above. We are confident that with the installa-
tion of the newer equipment, it would be possible to drastically bring
down the wastage due to spillage. The Production Department has
taken several measures to cut down handling losses and constant
vigilance will be maintained on this to reduce it still further. The
percentage loss due to spillage during 1976-77 and 1977-78.

1976-77 1977-78

(April. 77 Oct. 77)
Pen. ¢ STPT Pen. STPT

Percentage of actual spillage to standard 556 519 538 5 44
consumption,

32. Though the percentage of aetual spillage to standard con-
sumption both in respect of penicillin and streptomycin has come
down from 7.92 per cent and 7.4 per cent in 1974-75 to 5.38 per cent
and 5.44 per cent in 1977-78 respectively, the percentage of actual
overage to standard consumption both in respect of penicillin and
streptomycin has risen from 4.86 per cent and 5.48 per cent in 1974-75
to 8.08 per cent and 7.14 per cent in 1977-78 respectively due to exist-
ing machines beceming old. Since in the overage there is an in-
creasing trend, the Committee would reiterate their earlier recom-
mendation that standards, which were fixed in the initial stages
should be reviewed by the R and D Wing of the Company in the
context of the present stage of equipments and process and stricter

4794 LS—2
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standards evolved for the purpose of assessment of the efficiency of
the vialling operations. The outcome of this exercise should be
clearly indicated in the Annual Report.

H. Utilisation: of capacity of Tabletting and Capsulation
Recommendations S. No. 52 and 53 (Paragraphs 3.65 to 3.68)

33. The Committee were informed that the operable installed
capacities of tabletting and capsulation machines were fixed on the
basis of actual trials and were lower than mechanical capacity of
machines on account of lack of ancillary equipment. The Committee
saw no reason as to why such ancillary facilities could not have been
provided along with machines so as to utilise the full capacity. The
Committee did not see the rationale behind fixing the operable capa-
city at a reduced figure even after addition of new machines.

34. The Committee also desired that the undertaking/Govern-
ment should critically examine the constraints, if any, in the mar-
keting of tablets and capsules and the reasons for the under-utilisa-
tion of capacities when there is margin of profit in sale of tablets
and capsules which would be of direct service to the common man.

35. In their reply the Government stated that as against the
installed capacity of 1800 lakh tablets per year, the operable capa-
city was earlier rated as 1248 lakh tablets per year, and that the
Company had taken further measures to increase the operable
capacity to installed capacity.

The actual production figures of tabletling and capsules were as below :

(All figuresin lakhs )
1974-75 Tablets 149 .62 8.31

Capsules 75-73 52. 50
197%-76 Tablets 416.61 23.16
Capsules 71.48 49.62
1976-77 Tablets 353.66 19.65
Capsules 258.24 67.19

36. It was further stated that the Company have been consider-
ing proposals to increase the market force. The Board of Directors
had been examining the constraints and would go deeper into them
as regards the marketing of tablets and capsules and the further
reasons for the under utilisation of their capacities. With improved
availability of bulk for tabletting and capsuling, it was expected

that in the current year i.e. 1977-78, the utilisation of capacity would
be better.

37. The Committee note that though there is an improvement in
the percentage utilisation of capacity of tablets from 8.31 per cent
in the year 1974-75 to 23.16 per cent in the year 1975-76, there is a
decline to 19.65 per cent in the year 1976-77. The percentage :\xﬁlin-
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tion of capacity in respect of capsules has gone down from 52.59 per
cent in the year 1974-75 to 49.62 per cent in the year 1975-76 and
gone up to 67.19 per cent in the year 1976-77. In the opinion of the
Committee this is not much of an improvement, particularly with
the installation of air-conditioning facilities, which were a major
constraint earlier. The Committee expect that with higher alloea-
tion of bulk for formulations, HAL would show better utilisation
of capacity in respect of both tablets and capsules. The results ob-
tained should be shown in the Annual Report.

1. Captive Consumption of Bulk
Recommendation No. 54 (Paragraphs 3.69 to 3.71)

38. The Committee are informed that constant efforts are being
made by the company to increase the quantum of formulations. In
the year 1975-76, the outpui of filled vials is stated to have gone up
by 20 per cent and that of capsules and tablets by 117 per cent over
the previous year. It has been stated that the company has ap-
proached the Government for further expansion in the formulations
capacity and the revised feasibility report entailing an investment
of Rs. 4.46 crores is under the consideration of Government.

39. Contrary to these claims, the Committee find from the statis-
tics supplied alongwith the Government replies (Appendix—V) that
the percentage of captive consumption of bulk penicillin ‘G’ has gone
down from 37.60 per cent in 1973-74 to 31.24 per cent in 1975-76; in
April—June 1976, however, it is reported to have increased to 55.31
per cent. Similarly they also find that the captive consumption of
streptomycin bulk has gone down from 59.03 per cent in 1974-75 to
41.25 per cent in April—June 1976. The Committee have also noted
that the utilisation of formulations capacity has been much below
the installed capacity irsis-much-as it was only 23.16 per cent in
the case of tablets and 49.62 per cent in the case of capsules in
1975-76.

40. It has been seen from the further information furnished by
the Ministry on 1 Dec. 1978 that the percentage of captive consump-
tion of bulk Penicillin ‘G” rose to 43.57 per cent in 1976-77 but it
showed a sharp decline to 27.69 per cent in 1977-78 (from April to
February).

41. The Ministry have also informed (on 1-12-78) that Govern-
ment have approved the expansion of Formulation capacity of HAL
as follows:—

~ (i) Formulation Plant II involving of Rs. 309.03 lakhs.

(ii) Joint Ventures formulation units in association with State
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Governments/State Government Corporations in (a)
Karnataka and (b) Maharashtra (near Nagpur)—each in-
volving outlay of Rs. 282.86 lakhs.

43 I% has been further stated that with the establishment of these
formulation units HAL will be utilising 60 per cent of their pro-
duction of bulk drugs.

43. The Committee are unable to appreciate as to wky the captive
consumption of bulk has gone down when there is such a large for-
mulations capacity still unutilised. The Committee would like to
reiterate that HAL should investigate the constraints on the optimum
utilisation of the existing formulations capacity, take conclusive
measures to remove these constraints and ensure that not less than
60 per cent of the production of bulk is utilised for formulation by
the company itself as recommended by the Hathi Committee on
Drugs and Pharmaceuticals Industry.

44. The Committee are informed that after HAL started basic
production of penicillin and streptomycin, the import of these anti-
biotics was progressively reduced and HAL supplied these bulk
antibiotics to the different viallers (formulators) in accordance with
the allocations made by Government. They are further informed
that whenever the production of bulk drugs is commenced either by
Public Sector or Private Sector in the country, the responsibility of
supply of bulk drugs to formulators shifts from imports to indigenous
producers. This is reported to have happened in the case of HAL
also. The Ministry have stated that “since this is the policy of Gov-
ernment, we feel that the question of either not adhering to
‘obligation’ or fixing the responsibility does not arise.”

45. The Committee are not convinced that there was any ‘obliga-
tion’ on HAL to supply bulk drugs to private viallers by keeping its
own formulation capacity underutilised even when the bulk sales
had been a substantial factor contributing towards losses of the com-
pany and when on the contrary the bulk sales had been rather help-
ing the private firms, particularly the foreign firms, to earn huge
profits at the expense of the public sector.

J. Bulk vis-a-vis Formulations
Recommendation No. 55 (Paragraphs 3.84 to 3.91)

46. The Committee noted that major portion of the total pro-
duction of different products of Hindustan Antibiotics Ltd. was sold
in bulk form to private viallers, although sale in vialled formulations
was more profitable than sale in bulk. They were unable to ap-
preciate why Company had not been fully utilising its vialling
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capacity and why it cancelled orders for formulations and why the
Government thought that they “had also an obligation to supply
the bulk drug to private vialler.” even though the bulk sales had
been a substantial factor contributing toward losses which the
Company had been sustaining currently.

47. They recommended that Government should thoroughly
investigate into the reasons for the under utilisation of formulation
capacity.

Indifference to the need to augment the formulation capacity
and develop markets for HAL's products, the so-called “qbligation”
to supply bulk drugs to private viallers and cancellation of orders for
formulations in spite of having un-utilised capacity, with a view to
fixing responsibility and inform the Committee of the precise action
taken in the matter.

The Government in their reply stated as follows:—

“The manufacture of bulk drugs is both capital intensive and
technology oriented. Before the public sector projects
were set up, the country was mostly dependent on import
of bulk drugs and formulating them in India. The Public
Sector Projects were set up with the main object to pro-
duce some of the essential bulk drugs so as to achieve a
measure of self-reliance and to reduce undue dependence
of imports. After HAL started basic production of
penicillin and streptomycin, the import of these antibiotics
was progressively reduced and HAL supplied these bulk
antibiotics to different viallers (formulators) in accor-
dance with the allocations made by Government. While
allocations of penicillin by the Government was discon-
tinued in 1966, the subsequent distribution to formulators
by HAL continued. In 1970, along with the system of
canalisation of chemicals including drugs through STC, the
system of distribution of bulk drugs which are on the
production programme of IDPL also commenced through
the IDPL. Streptomycin was one of the drugs imported
by STC and distribution through IDPL. It may be men-
tioned that after a drug is canalised for imports it be-
comes essential for the Government to ensure supply to
non-associated formulators who are licensed for its magu-
facture and imports are arranged only for such quantity as
is necessarv to meet the demand. This exp'ains thé res-
ponsibility of Government or the Public Sector Unit to
supply bulk drugs which are not formulated by them to
viallers. (formulators). The Government through its
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mechanism of licensing has over a period of time created
formulation capacity for various items. The formulators
of such items having installed capacities for those items
involving financial investment are entitled to secure the
bulk drug in accordance with Import Trade Control Policy
in force from time to time. Whenever the production of
bulk drug is commenced either by Public Sector or Pri-
vate Sector, in the country, the responsibility of supply
of bulk drugs to formulators shifts from imports to indi-
genous producers. This has happened in the case of HAL
also.

Since this is the policy of Government we feel that the ques-
tion of either not adhering to “obligation” or fixing the
responsibility does not arise.

HAL could not utilise its vialling capacity mainly because of
their inability to meet the orders for formulations due to
the difficulties encountered in the production of formula-
tion which are indicated below: ——

(a) Obsolesence of equipment;
(b) Limited availability of Rubber Stoppers; and
(¢) Problems connected with humidity in vialling operations.

There was no desire on the part of the Company to make
available their bulk drug to other formulators.

A Committee of Directors is being asked to look into utilisa-
tion of vialling capacity/formulation capacity and to sub-
mit a report to the Government as soon as a new Board
is constituted for 1976-77. As regards indifference to the
need to augment formulation capacity the expansion of
the Company in various areas has been undertaken in ac-
cordance with plan provisions, which in turn are based
upon market needs and capability of the company to pro-
duce and sell its products. However, the Committee of
Directors will be asked to go into this aspect also and to
state whether there has been any failure on the part of
the Company in this regard.

In a subsequent communication (October, 1976), the Ministry stated
as follows: —

“The Board of Directors consisting only of officials has been

so far constituted for the year 1976-77 and the point raised

by the Committee for being sent to the Managing Director
is placing it before the next meeting of the Board of
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Directors for constituting a Sub-Committee, to enquire and

report to Government through the Board of Directors on
the following terms of reference:—

(i) Reasons for under-utilisation of formulation capacity
viz. vials tablets and capsules in the HAL Plant.

(ii) Fixation of installed capacity that could be attained in
regard to the formulations for various categories.

(iii) Whether there was any deliberate under-utilisation of
capacity by the company and if so, who is responsible
for sueh under-utilisation.

(iv) Any other matters pertaining to the above.

(v) The Board of Directors will be requested to submit the
report within three months.

In a further communication the Ministry informed in January,
1978 that a Sub-Committee of the Board of Directors will be cons-
tituted in the next meeting of the Board to enquire and to report tc
Government through the Board of Directors in respect of the terms

of reference indicated in Government’s letter No. 1-51012(2) /73-DC,
dated 11-10-1976.

48. In a further reply, the Ministry informed on 1st December,
1978 that the Sub-Committee of the Board of Directors set up to en-
quire into the reasons for under-utilisation of formulation capacity
has submitted its Report and the Company was making all efforts
for improved utilisation of formulation capacity. The Sub-Committee
of the Board in its Report have stated that in the case of vialling
machine the manufacturers had indicated an absolute capacity of
57,600 vials in an 8 hour shifi, on continuous working. Even accord-
ing to the manufacturers’ recommendations, an allowance was re-
quired to be provided for scheduled maintenance to the extent of
1.1/3 hours per shift reducing the capacity to 48000 vials per
machine/shift. Furthermore, in a normal shift of 8 hours, the actual
working time of the personnel was 63 hours only on aceount of dress
changing, tea and lunch intervals which reduced the utilisation by
another 1% hours i.e. by 10,800 vials thus reducing the capacity to
37,200 vials. Further allowance was required to be made for break-
downs, product-changes, multi-does operations, powder characteris-
tics etc. There were other unforeseen technical factors such as
power failures, stoppage due to high humidity, not vials etc. besides
reasons attributable to personnel such as high rate of absenteeism,
with notice as well as without notice. Another reason was the wear
and tear of the machinery over the years. Taking all these factors
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together, the average achievable vialling capacity worked out to
26,400 vials per machine/per shift. It has also been stated in the
Report of the Sub-Committee that “If the Company could tackle both
the technical and personnel side, it could be possible to achieve an
output of around 36,000 vials per machine/shift.”

49. The Committee are not convinced that the achievable capacl-
ty of vialling machines could be around 26,000 to 27,000 vials. This
means that the utilisation of capacity is even less than 50 per cent
of the absolute capacity of 57,000 vials in a 8 hour shift. In ease,
the arguments put forward by the Sub-Committee of the Board
accepted it will mean that in a 8 hour shift the machine will work
for less than 4 hours. This position is totally unacceptable to the
Committee. As recommended earlier in this Report (in paragraph
26), the Committee require that the Ministry/HAL should examine
the matter further if necessary in consultation with experts uncon-
nected with the private sector and take concerted measures with-
out delay to improve the utilisation of formulation capacity to at
least 36,000 vials per shift immediately and to raise it to 48,000 vials
per shift as early as possible. The Committee also require that the
norms utilisation of capacity for capsules and tablets should also be
fixed and their fulfilment should be watched to ensure that these are
achieved in actual practice. The Committee would like that utilisa-
tion of formulation capacity for vials, capsules and tablets should
also be reflected in the Annual Report of the Undertaking.

K. Pricing Policy
Recommendation No. 56 (Paragraph 4.27 to 4.35)

50. The Committee noted that the cost of production of various
bulk drugs and formulation by HAL had more than doubled since
1966-67 in most cases and the cost of production of many items had
been higher than the selling prices fixed by the Government. The
Committee recommended that the Undertaking should take concerted
measures to reduce its cost of production by better utilisation of the
capacity, improving its eficiency and controlling rejections and eli-
minating all wastages. '

51. The Committee recommended that the Government might
expeditiously examine the various aspect of the pricing of bulk drugs
and formulations in the light of the Reports of the Bureau of Indus-
trial Costs and Prices and the assurance given by the Minister in
the House about Hathi Committee’s recommendations and evolve a
pricing policy by which the public sector should play a dominant
role in drug industry by making essential drugs available both to
the hospitals and the common man at most competitive prices. The
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public sector should also have appropriate blend of bulk and for-
mulations so as not to make losses, but generate adequate margin
on capital invested to make itself relient and growth oriented.

52. The Government stated i their reply that ag a result of im-
plementation of various time bound measures, such as, introduction
of new strain technology to increase productivity, utilisation of
higher capacities, reduction of wastages, and improvement in effi-
ciencies resulting in lower consumption of raw materials per unit of
produtcion, the unit cost of production had come down in the case
of Penicillin products as can be seen from the following: —

Base 1973-74=100
1974-75 197576  1976-77 1977-78

—

Penicillin G first crystals . . 141 128 137 131
Penicillin V first crystals . . . 139 132 89 64
Pottassium Pencillin G Bulk . 137 135 131 140
Sodium Penicillin  Bulk 134 130 132 150
Procaine Penicillin Bulk . . . . 145 141 156 144

53. In the case of Streptomycin, although production was margi-
nally lower in 1975-76, due to 40 per cent power cut, during some
months and although the cost of inputs such as wages, furnance oil,
power and raw materials had gone up to a considerable extent the
cost of production rernained the same at the index 117 (1973-74 base
100) in 1975-76 as compared to 1974-75 as a result of implementation
of various measures as indiacted above.

54, Based on the reccmmendation of the Bureau of Industrial
Costs and Prices the manufacturers of Penicillin and Streptomyecin,
which are two major products in the production range of HAL were
given price increase for escalation of material costs and other input
costs. With a view to make the essential drugs available to the
consumer at cheap prices, the question of reduction of excise duty
on certain intermediates which are used for the manufacture of
essential bulk drugs is stated to be under examination of the Gov-
ernment.

55. The report of the Hathi Comrmittee was a'so stated to'be still
under the consideration of Government and decision was likely to
be taken soon.
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56. The Committee would reiterate that HAL should continue te
take concerted measures to reduce its cost of production by better
utilisation of the capacity, improving its efficiency and centrolling
rejections and eliminating all wastages. They would also reiterate
that Government may in the light of the reports of the Bureau of
Industrial Costs and Prices and the Hathi Committee, evolve a pric-
ing policy by wkich the pablic sector may play a dominant role in
the drug Industry by making essential drugs available to hospitals
and the common man as near as possible to the cost price. The
Public Sector should also have a appropriate blend of bulk and for-
mulations so as not to incur losses but generate adequate margin om
capital invested to make itself-reliant and growth-oriented.

57. The Committee recommend that an early decision should be
taken on the issue of reduction of excise duty on certain interme-
diates used for the manufacture of drugs, with a view to making
the essential drugs available to the common man at cheap prices.
The Committee should be informed of the outcome within three
months and also should be reflected in the Annual Report.

L. Central Marketing Organisation

Recommendation No. 59

58. Recalling a recommendation contained in the 40th Report of
the Committee on Public Undertakings on ‘‘Role and Achievements
-of Public Undertakings,” the Committee recommended that Govern-
ment should evolve a centralised sales and marketing set up for each
type of industries and set up a central marketing organisation for
HAL and IDPL. In reply the Government informed that—

“In pursuance of the recommendation of COPU on IDPL, a
Committee was appointed to investigate into the problem
of SIP. of IDPL. The Committee has submitted the re-
port and in one of the recommendations, it has been sug-
gested that the S.LP. may be delinked from IDPL. The
recommendation if accepted, would involve a reorganisa-
tion of IDPL and possibly HAL also. Pending a decision
on the overall changes, the matter concerning marketing
reorganisation cannot be decided upon in isolation. How-
ever, the Board of Directors of HAL have already im-
provised upon the management that a link up with mar-
keting organisation of Smith Stanistreet & Co., on the
one hand and of IDPL on the other should pursued. This
is being attended to. The allocation of Streptomycin
which is on the production range of both IDPL and HAL
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i5 peing issued presently by IDPL. Therefore, an intro-
duction of marketing in a very limited way has been un-
der way for some time.

59. The Committee fail to understand as to why Government
have delayed implementation of this very purposeful recommenda-
tion which undonbetedly has immensely helped the private sector
which are mostly multinations. ,

6. The Committee would strongly reiterate that the Government
should not lose any more time to decide about the set up of a cen-
tral marketing organisation which would not only be economical but
would also lead to greater coordination, evelution of effective sales
strategies and development of expertise in the field of sale manage-
ment and could meet the rivalry of multinational.

61. The Committee further require a probe for fixing responsibi-
lity on individual officials for the delay that has taken place. The
outcome of this whole exercise should be conveyed to the Commit-
tee within three months and should also be reflected in the Annual
Report f{aithtully and fully.

M. Export through M/s. Unichem
Recommendation No. 63 (Paragraph 5.56)

62. The Committee desired to know how UNICHEM were select-
-ed for exporting the products of HAL and whether any offer of other
companies in this regard were considered. The Committee desired
that this matter should be investigated.

63. In their reply the Government informed that the Board of
Directors had gone into this question and communicated its fiind-
ings to the Committee. (See pages 121 and 122)

64. The Committee note that the Board of Directors has enquired
into various aspects of the arrangement made with M/s. Unichem
for exporting the products of HAL. They further note that the Board
dhas come to the conclusion that ‘‘this arrangement was no doubt
somewhat weighted in favour of Unichem' though it has also ob-
-served that ‘‘the arrangement was on the whole not an unreasonable
-one.”” The Committee have serious suspicion about the authentici-
‘ty of this conclusion and would require the Government to order a
probe in which persons connected with drug industry should only
be inclunded. The Report of the probe should be sent to this Com-
mittee within three months.

o~
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N. Inventory Control
Recommendation No. 72 (Paragraphs 7.14 and 7.15)

65. The Committee noted that the value of surplus and obsolete
stores has increased from Rs. 2.68 lakhs at the end of 1970-71 to
Rs. 4.45 lakhs at the end of 1972-73, declined to Rs. 3.51 lakhs at the
end of 1973-74 and again increased to Rs. 7.27 lakhs at the end of
1974-75. The Committtee felt that had suitable maxima, minima
and ordering levels been laid down and adhered to the undertaking
would not have been faced with such surplus and obsolete inven-
tories. The Committee desired that the Government should go into
the reasons for a steep rise in the inventory and non-moving items
at the end of 1974-75.

66. The Committee stressed the need for timely remedial mea-
sures so that inventories were put on most rational and economic
basis in the interest of production.

67. In their reply, the Ministry inter alia stated as follows: —

“The fixing up of maxima, and minima and ordering levels
in respect of spares will be taken up after completion of
the catalogue and implemented by the end of the year
(1976). However, as regards raw materials and general
stores, maximum and minimum levels are being fixed up
and are being operated upon.

In view of the fact that the Company and the Board are keep-
ing a constant vigil over the inventories the levels thereof
are under control. Therefore, there does not appear to
be any need to investigate the reasons for the steep rise
in inventories and non-moving items, earlier. However,
Government propose to keep a watch on the situatien.

As regards 1974-75, the company is being asked to submit a
report giving detailed/codification for the steep rise in
inventory.’’

£8. The Ministry have further stated (May, 1977) that the task
force had studied the possiblities in reduction of obsolete/surplus
inventory specially of Enginheering Stores and spares and recom-
‘metided during January, 1974 liquidation of 2885 items comprising
a book value of Rs. 14.14 lakhs. Subsequently, after transferring
some of these items for -expansion projects and consuming some for
maintenance/modification,; items worth Rs. 7.27 lakhs were identifi-
ed for disposal. Stock of surplus inventory ‘as'in February 1977
was worth Rs. 6.24 lakhs. It was also stated that the'Company would
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be taking the problem of disposal of surplus materials on hand im-
mediately.

69. In a further communication the Ministry informed (January,
1978) that the HAL had constituted the following Committees for
going into the aspect of disposing surplus material, completing
balance of codification work and fixing the maxima and minima
norms ia respect of stores items—

1 Committee for disposing surplus items.
2 Cell for Codification etc.

3. Committee for reviewing ‘A’ items of important raw mate-
rials.

70. The Committee cannot over-emphasise the importance of
keeping inventories within limits in order to avoid blocking of funds
and bring down costs of production. They would like to stress again
that maxima, minima and ordering levels of all categories of inven-
tories should not only be fixed and thereafter reviewed from time to
time in the light of experience, but also observed in actual practice.
This may perhaps help the purchasing authorities becoming pros-
perous.

71. The Committee recommend that vigorous efforts should be
made to dispose of the obsolete and surplus items to other public
undertakings through the Bureau of Public Enterprises. The Com-
mittee would like to reiterate that the inventory position and the
outcome of remedial measures taken to bring the inventories within
limits should be brought to the notice of the Board periodically to
enable to it take such further measures as may be considered neces-
sary. In future major purchase proposals and necessity of mak-
ing such purchases should be gone into by a Committee consisting of
senior executives of the undertaking and the Internal Audit sheuld
also be associated with it.

O. Credit Control
Recommendation No. 77 (Paragraph 8.38)

72. The Committee did not find any justification for huge out-
standing from private viallers to the extent of Rs. 43 lakhs, when
the credit system permitted only supplies to them against advance
payment. The Committee found that instead of realising the dues
of about Rs. 2 crores from the Government departments and private
viallers in time, the Undertaking obtained Rs. 2 crore as short term
loan for working capital requirement, on which it had to pay inte-
rest charges. The Committee recommended a review of the credit
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arrangements, streamlining of the billing and recovery system and

realisation of outstandings from the appropriate Governments/
Ministries.

73. In their reply the Government informed that the system of
billing has been streamlined by the Company. Accordingly, the final
bill reached the party alongwith the concerned, document within a
week before the receipt of the consignment. In regard to Govern-
ment institutions the Government stated:—

“‘The Company supplies to over 7000 Government institutions
and hospitals all over the country. Some of the supplies
are made to the Government institutions through Central
Government agencies such as Government Medical stores,
against DGS&D contracts. The transit time for the con-
signments extends upto 30 days depending upon the
destination and mode of transport. The State Govern-
ment institutions have to follow certain procedures which
differ from State to State as well as for supplies under
DGS&D. In spite of all efforts, it is found that the collec-
tion period stands around 90 days which includes about 30
days of transit time. Further measures are being taken
suth as approaching the various institutions and hospi-
tals through the Company's medical representatives,
decentralising despatches by opening depots in various
States in order to reduce the transit time and approaching
government authorities directly. Collection drives are
also launched from time to time particularly after the
budget sanctions are available to the Government institu-
tions. DGS&D has been requested to allow 98 per cent
payment against proof of despatch and this has been
agreed to by the DGS&D for some of the supplies. Based
on this analysis, the State Governments are being app-
roached to agree for similar payment system. Some of
the Government institutions and hospitals have also de-
faulted for periods ranging over 1 year and all persua-
tions have proved of no avail. The Company may be
constraint to discontinue supplies in extensive case to such
defaulting institutions.

Ag regards collection of outstandings of bulk sales, supplies
are made to formulators against payment and this usually
takes 7 days from the date of despatch. Of late, the Com-
pany hag been availing of the Bills Discounting Scheme for
sale of bulk drugs as a result of which cash is realised
immediately:
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It may be mentioned that such delays in payment by the Gov-
ernment institutions and hospitals teke place invariably

in the case of other formulators who supply drugs to the:
Government Institutions.

As a result of various measures taken as outlined above the
outstandings as on 20th September, 1976 stood at Rs. 18"
lakhs which represent approximately 80 days sale.

On an enquiry, the latest position in respect of outstandings was
stated to be as follows:—

as on 31-3-1977 Rs. 307.29 lakhs
as on 31-11-1977 . Rs. 211.56 lakhs
as on 31-2#1978 Rs, 331.46 lakhs
as on 31-3-1979 Rs. 375.00 lakhs

74. The Committee regret to note that there has not been any im-
provement in the matter of reducing the outstandings due to the
Company. The Committee would strongly . urge the Corporation to
gear up their system in such a way that these outstandings are
brought down without undue loss of time. The feasibility of char-
ging interest on outstanding should be examined by the Corpora-
tion.

75. An enquiry is needed to reveal the facts behind this unusual
position where the amount of outstandings is increasing which is
very adversely affecting the operational results of the undertaking.
In this matter responsibility should be fixed on ihe individual offi-
cers for taking necessary action under advice to this Committee.

The position in regard to outstandings should be reflected in the
Annual Report.



CHAPTER 1I

RECOMMENDATIONS/OBSERVATIONS THAT HAVE BEEN
ACCEPTED BY GOVERNMENT

Recommendation No. 1 (Para 2.14)

The Committee regret to note that the installed capacity or the
norms of production of Penicillin at different stages have not been
indicated in the Project Report. It has been stated that the targets
for production of fermentation batches were fixed at lower levels
for want of extraction capacities because of an accident in 1967 to
the extractor which was replaced only in March, 1970. The Com-
mittee regret to note that it took the Company three years to
replace the extractor, and the production was allowed to suffer
during all these years. The Committee would like the reasons for
delay in this regard to be enquired into and responsibility fixed for
such excessive delay which resulted in heavy loss in production.

Reply of Government

The matter would be investigated by the Board.
[Min. of C & F O.M. No. 51012/2/75-DC Dt. 30-9-1976]

Further information ealled for by the Committee
What is the delay?

[L.S.S. O.M. No. 21-PU/76 Dt. 17-1-77]
Further reply of Government

The Board of Directors have taken up consideration but their
recommendations are still awaited.

[Min. of C&F O.M. No. 51012/2/75-DC Dt. 24-2-1977]
Further information called for by the Committee

Has the enquiry into the reasons for delay to replace the extrac-
tor since been completed? If so, what are the results thereof.

[L.S.S. O.M. No. 21-PU/76 Dt. 8-12-77]
24
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Further reply of Government

The Board of Directors of HAL had examined the matter and
the minutes of the meeting held on 3rd March, 1977 are reproduced
below —

The Committee has pointed out that it took the Company 3 years
to replace the extractors and the Government have asked the Board
to investigate the matter. The Board finds that action towards the
replacement of the extractors on the grounds of obsolescence was
already underway before the accident took place. However, the
actual application for the import licence was made only in Decem-
ber, 1967, i.e. seven months after the accident. Thereafter, the for-
malities relating to the import licence application such as the
addressing of enquiries to Indian firms D.G.T.D. clearance, etc.,
took some time and the import licence was actually received in
November, 1968. The indent was then placed on the India Supply
Mission,, Washington, within a few days. The India Supply
Mission, in turn, placed an order in March, 1969 and the equipment
was actually received at Pimpri in February, 1970. It will thus be
seen that the obtaining of the import licence took a year, and the
receipt of the equipment took 14 months thereafter out of which the
actual delivery period of the manufacture was 10 months. It can-
not be said that the process of obtaining an import licence, place-
ment of order and receipt of equipment have taken unduly long.
Even with the special efforts. this period could perhaps not have
been reduced very significantly. The delay in this case had occur-
red at an early stage, i.e, prior to the submission of the import’
licence application. The Board finds that the process of inter-
departmental consultations within the company and the finalisation
of the recommendation of the type of equipment to be purchased
was pursued in a routine and rather slow manner, without any sense
of urgency. Some of this delay could be attributed to the fact that
the company was thinking of purchasing a new type of extractor to
replace the existing ones, and this required a careful examination
of the relative advantages, but it is difficult to avoid the conclusion
that the matter was not pursued vigorously enough particularly by
the then Superintendent Production and Works Manager. The Board
has been informed that the then. Superintendent Production and
Works Manager are no longer in the service of the Company.

Recommendation No. 2 (Para 2.15)

The Committee, however, find that higher output per batch was
achieved from 1967-68 onwards and this made up for lesser volume
of batches. If it be so, the Committee see no reasons why such

4794 Ls—3
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higher output could not be sustained. As in the absence of any
norms with regard to the number of batches harvested to the
batches seeded, the efficiency of harvesting operations is not sus-
ceptible of evaluation, the Committee recommended that the
Management should not lose any further time in fixing the norms
after a study of such standards obtaining both in India and abroad
so that they can evaluate the efficiency of harvesting operations from
time to time and take suitable remedial measures to prevent the
efficiency going below the norms.

Reply of Government

Norms for evaluating efficiency of harvested batches will be
fixed based on the standards obtained through Japanese collabora-
tion for Penicillin. Remedial measures to prevent the efficiency
going below the norms include: (i) installation of new system for
sterile air; (ii) to bring down contemination; (iii) rigid control on
raw material specifications: (iv) mechanising additions of fluids to
fermentors; (v) better control on parameters by improving the
working of instruments; (vi) training of the personnel; and (vii)
better emphasis on preventive maintenance.

Therefore the recommendation that no time be lost in fixing the
norms is being carried out. The loss of time in fixing the norms as
per Japanese technology would be minimised by adopting the
norms as would emerge during the adoptation of the Japanese
strain, to conditions obtaining in HAL.

[M/C&F O.M. No. 51012/2/75-DC 30-9-76]

Recommendation No. 3 (Para 2.16)

The Committee do not see any reason why it should not be
possible to fix suitable norms for draining on the basis of experience
during all these years and taking into consideration the state of
equipment, operating conditions etc. The Committee would like
the undertaking to take steps without further delay to fix appro-
priate norms for draining of batches so that deviations therefrom
could be watched and timely remedial action taken so as to reduce
the loss on account of drainage to the minimum.

Reply of Government

The norms are already fixed for draining of batches. For both
Penicillin. G and V, they have been fixed at 3 per cent maximum.
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During the last three years, HAL are maintaining the drainings
Dbelow the norms. Three years data is furnished bel‘ow:—-
Statemant showing the Batches Harvested and Drained'(1973-74 to June 1976)
No of Batches
PENICILLIN ‘G’

Pereenftage
o
Year Seeded Harvested Drained drained
‘ to sceded
1973-74 - 727 706 a 2:9%
1974-75 . . 915 8o1 24 2:6%
1975-76 . 611 599 it 1°9%
June 46 . . . . . 145 145 —_ -
No. of Baliches
PENICILLIN ‘V
Percen tage
of
Year Seeded Harvested Drained drained to
seeded
1973-74 - 249 241 8 8-2%
1974-75 . 87 86 1 1°1%
1975-76 . 325 321 4 1-2%
June 46 53 50 3 5:6%

However, the company would now make a further study of the
wast data pertaining to the last three years and based thereupon
arrive at appropriate norms as suggested by the Committee. A
“Technical Group from within the company would apprise the data
for fixing the norms, if the data reveals that the present norms are
not representative of the situation.

[Min. of C & F O.M. No. 51012(2) /75-DC, Dt. 30-9-1976]

Further information called for by the Committee

Has the Technical Group apprised the data? If so, what are
their findings?
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Further reply of Government

Internal Technical Committee has been constituted by the comr-

pany for examining the data. The report of the Committee is:
awaited,

(Min. of C & F, O.M. No. 51012/2/75-DC 24-2-77)
Further information called for by the Committee

Has the Internal Technical Committee completed its exanrination?
If so, what are its findings and whether appropriate norms have been
fixed in the light of those findings.

[L.S.S. letter No. 21-PU/76 of 8-12-1977}
Further Reply of Government*

The norms for draining batches in terms of per cent batches
drained against the total number of batches seeded was 7 per cent
for Streptomycin and 3 per cent for Penicillin. However, due to the
tightening of the operational procedure and improved fermentation
technology that was established alongside the new strain technology,
this percentage of detained batches specially in Streptomycin plant.
was brought down to below 3 per cent as an average during the year
1973-74 todate. Based on this, the Internal Standards Committee of
this Organisation in its February 1977 meeting recommended that
the new norms for draining be fixed as follows:

2.5 per cent for Streptomycin

3 per cent for Penicillin

It was also stated that with the introduction of new Penicillin
strain and technology alongwith improved sterile air filtration system
tthe implementation of the Carbon air filtration system as recom-
mended by the Japanese collaborators), it was expected to bring
down the drainage percentage even in Penicillin to well below 3 per
cent. Today the Carbon air filtration system has not been introduced
in the main plant, even though the system in the Pilot Plant has
been established.

At present, the Production Dept. alongwith the Costing Dept. is
examining the variable cost input for both Penicillin and Strepto-
mycin in arriving at the fermentation titre levels that would be
consiedred minimum required, before the batch can be harvested i
order to (a) break even with final yield versus variable cost inputs,.
and (b) maintaining the final product quality keeping in view the
good Manufacturing Practices involved. At present, this exercise
for fixing the new norms in terms of cost is going on, in view of the-
new technology, being introduced in both these plants, which has

*Further reply not sent to Audit for Vettﬁgf"' —
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-greatly changed our inputs. Obviously, only after the spabilisation
«of the new technology, a realistic picture in terms of actual variable
«cost inputs could be arrived at. The Internal Standards Committee
would then fix revised norms for both these fermentations.

Percentage of Drainage of batches for the period April 1977—
November 1977 was as under: —

Batches Batches . Percentage

Seeded Harvested Drained  of drained

to seeded.

1. Pen. G . . . . 345 337 8 2°32%
2. Pen. V. . . . 71 6 2 2-82%

[Min. of C & F, JO.M. No. 51012/2/75- DG, 9.1.78]
Recommendation No. 4 (Para 2.25 and 2.26)

The Committee regret to ohserve that in spite of the knowledge’
about the potency of the strain going down no serious attempts
appear to have been made from 1962 to 1971 to improve the potency
of strain for obtaining better titre yield. They learn that the Com-
yany is now negotiating with a Japanese party for a strain which
thas a yield of 30,000 units/ml. In view of the fact that company has
all through this period been importing Penicillin (total foreign ex-
<hange outgo on this score being Rs. 1.92 crores from 1966-67 to
1971-72 as mentioned in this report, in the opinion of the Committee,
it would have been better and in the national interest if a new strain
-which is now sought to be imported had been imported much earlier
and titre yield and consequently production of Penicillin improved
and import of penicillin reduced to that extent. The Committee?
stress that the Government Undertaking should finalise without
further delay the negotiation for import of the best suited and most
«efficient new Penicillin strain and take suitable measures to maximise
‘the titre yield and the production of penicillin.

Reply of Government

Attempts were continuously made to improve the potency of the
-strain through R & D efforts of the Company but as this did not
yield commendable results, MD, HAL during his tour abroad to
1ook for the best strain and technology was able to locate a suitable
party in Japan. Negotiations were. accordingly conducted and after
approval of Government HAL signed the agreements with M/s. Toyo
Jozo of Japan for knowhow @end improved strains on' the 23rd.
January, 1976. The improved strains were received thereafter and
the Japanese techniclans led by their Managing Director arrived at
the plant site and commenced working. Promising results are being
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achieved and it is expected that with the introduction of the improve-
ed strains, 'and unstallation of additional facilities, the cost of pro-
duction will be reduced appreciaibly.

[Min. of C & F O.M. No, 51012/2/75«DC, 30-9-76F

Further information called for by the Committee

Please indicate the results of introduction of new strain from Japary
in terms of improvement in production and reduction in cost of pro-
duction.

[L.S.S. letter No. 21-PU/76 of 8-12-1977.F

Further Reply of Government*
The first stage of the Collaboration Agreement for getting a mini-
mum of 50 per cent increase in activity in the main plant with minor
modifications was fully achieved even by December 1976. In fact,

the actual titres and productivity achieved was much higher than the
minimum guaranteed, which could be seen from the following table.

Average titre yleld (Units per ml}

Pen. G Pen. V.
| With Old Strain . . . . . . . 9528 5500
With New Sirgin Min. guaranteed . 14284 14284
Aprl 77 . 15884 19333
May 77 .. < 16915 20990
June ‘99 . . . . 17394 20283
July 9% . . . . 19925 18566
Aug. ‘77 . . . . . . . 17416 18466
Sept. ‘77 . . . . . . 17485 21038
Oct. ‘77 . . . . . . . 16887 16285
Nov. ‘9% . . . 16980 16288
Dec. ‘77 (expected) . . . . . >175oo Not in pro-
gramme.

With regard to the second stage i.e. minimum yield of 30,000/U/
ml. the implementation programme was to establish it first in the Pilot
Plant. This was due to the need to make equipment changes to meet
the requirements of new strain and technology, and also for establish-
ing the raw material quality requirements. Penicillin V fermentatiory

“Further reply not sent to Audit for vetting
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which was first taken up in the Pilot Plant, yielded minimum guaran-
tee figures even by October-November of 1976. The Penicillin G
establishment which took a little longer, has now been fully establish-
ed in the Pilot plant and the results obtained are given below:

Pencillin G titres achis’ 7 in HAL Pilot Plant.

Batch No. Date of Date of Age-hrs. -
Starting Completion u/ml
77 20-10-77 28-10-77 1625 30,650
78 20-10-77 28-10-77 1785 28,050
79 $0-10-77 7-11-77 186-0 335,550
8o 80-10-77 7-11-77 1690 33,750
81 9-11 -77 18-11-77 216-5 37,650
82 9-11-7% 18-11-77 216-5 41,000
83 19-11 -7 28-11-77 207" 5 38,500
84 19-11-97 28-11-77 219" 5 33,350

It could be seen that the minimum guaranteed productivity of
30,000 u/ml. of Pen. G or V under 216 hrs. fermentation cycle, has been
clearly achieved in our Pilot Plant. Based on the Pilot plant techno-
logy, one fermentor in the main plant viz. F-15 has been modified,
and the table below shows that the minimum guaranteed performance
of 30,000 u/ml. under 216 hrs. cycle has been achieved with this

system. '
Batch No. Date of completion = Age—hrs. Titre-u/ml.
9077 . . . gI-10e77 191°% 30,800
9095 12-11-7% 192°0 29,250
9110 21-11-77 198°5 31,450
9140 10-12-77 1780 34,700
9156 20-12-7% 198-0 30,800

At present other fermentors are being modified in stages accord-
ing to the proto-type of Fel5. This programme of modification which
is likely to be completed during 1978-79, is expected to result in the
full rated capacity to be achieved with the new technology.

The benefit of cost reduction would be fully and consistently
realised after the total implementation of the second stage of our
agreement.

[Min. C & F O.M. No, 51012/2/75-DC of 9-1-78]
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Recommendation No. 5 (Para 2.27)

The Committee would also like the Research and Development
wing of HAL to keep itself abreast of the developments elsewhere

80 as to take advantage of any improvements in the technology from
time to time.

Reply of Government

The scientists and technologists of HAL in general, and R & D
wing in particular, have the following facilities for keeping them-
selves abreast of the improvements in technology:

1. The organisation has built up a good library, documenta-
tion, and information retrieval, patents survey and
literature review systems. The library gets more than 350
journals from all over the world in addition to obtaining
annual reviews, text books etc., Every encouragement is
given to scientists and tecnologists to familiarise them-
selves with the developments in the field of drugs deve-
lopment and fermentation technology.

2. The scientists and technologists are also deputed to attend
national and international conferences, symposia and
workshops at which time they have ample opportunities
to acquaint themselves with scientific and comtemporary
research and development work.

3. Many of the senior scientists of the R. & D. wing are mem-
bers of National Committee and Research Institutes, and
are encouraged to attend meetngs of these Committees.
It has been the experience that this is extremely helpful
in keeping in touch with the developments in the allied
fields that are taking place in our country.

4. Whenever HAL enters into collaborative agreements for
know-how and technology transfer with any suitable orga-
nisation inside and outside the country, the agreement
provides for training of HAL scientists and technologists
in the laboratories and plants of the collaborator, as also
for inviting scientists and technologists from the respec-
tive collaborator to visit HAL plant and give training to

¥ HAL staff.

5. Senior scientists of the R & D are given permission to spend
v period up to two years ag visiting scientists in leading
laboratories in any part of the world to cenduct advanced
studies/research in areas of interest to this orgamisation.

!

retd



The grant of such special study leave is at times accompa-
nied by providing assistance to the individual scientists
from Poona to the place of visit and back.

6. Leading scientists and technologists from other laboratories
in India and abroad frequently visit HAL R & D wing and
at that time hold seminars and lectures to the scientific
and technical staff.

From the above, it will be clearly seen that every opportunity is
‘being provided for the HAL scientists and technologists to keep

themselves informed of the latest developments in the field of drug
technology.

. [Min. of C & F O.M. No. 51012/2/75-DC of 30-9-76]

Recommendation No. 7 (Para 2.32)

The Committee note that the undertaking fixed a standard effi-
ciency of 70 per cent for extraction of first crystals from the
fermented broth. The Committee are not sure about the basis on
which the percentage of efficiency has been fixed at 70 per cent. The
Committee feel that with the introduction of new strdin in 1971 the
Undertaking should review the performance and fix suitable stan-
dards with a view to assessing the performance with reference to
such standards. The Committee also note that the Company had
‘been progressively revising the standards of yield of first crystal per-
harvested batch from 1961—72, the last revision having been made in .
1972-73. The actual average yield was however, less than these
‘standards in the case of Penicillin G during 1966-67, 1969-70, 1970-71,
1971-72, 1973-74, and 1974-75 and in case of Penicillin V during 1966-67,
1969-70, 1970-71, 1971-72, 1973-74 and 1974-75. The Committee feel
that normally the yield should not be lower than standard yield and
recommend that the Undertaking should identify the fatcors depres-
sing the yield so as to take suitable concerted measures for improving
‘the performance. The Committee also recommend that for a realistic
assessment of the yield of first crystals, the undertaking should
review the percentage of the standard for extraction efficiency and
the yield and fix realistic standards for assessing the performance.

Reply of Government

The company has been revising the standards of yield whenever
a new strain is developed through R & D and introduced and/or if
efficiencies during the period have gone up. The standards are now
revised and raised to 1,00,000 mu per fermentor batch (23 kl capacity)
as against 85,000 mu fixed earlier, Measures taken include: (i)
cooling the broth after filtration; (ii) proper control on Extraction
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parameter; (iii) rigid schedule on clearing and decontaminating
equipments; (iv) rigid control on temperature at various stages;
(v) replacement of obsolete extractors by more efficient extractors;

(vi) controlling the fermentation conditions for obtaining higher
fermentation efficiency.

The undertaking will no doubt, review the standards after the
production has been stabilized with the new Japanese strain.

[Min. of C & F O.M. No. 51012/2/75-DC of 30-9-76.]

Further information called for by the Committee

Has the production with the new Japanese strain been stabilised?
If so, has a review of standards been undertaken.

[L.S.S. letter No. 21-PU/76 dt. 8-12-1977.]
Further Reply of Government*

The production of Penicillin V and G in accordance with the new
Japanese technology has been stabilised in the main plant with
reference to the first stage of the guarantee viz. achieving a minimum
of 50 per cent increase in productivity over the earlier strain and
technology. The standards with reference to raw materials (their
quality and consumption rates), standard operating procedures for
maintaining operational parameters, the Process Control and Analy-
tical Techniques, the cycle of fermentation, the method of maintain-
ing the spore culture for production purposes, and standards for
laboratory testing of raw materials to be purchased for meeting the
requirements of the first stage guarantee of the collaboration have
been established. The table given below would show that the main
plant performance has been consistently obtained.

Average Titre Yield (units per ml.)

. ——— —

- Pen. G Pen. V.
1 2 3

With Old Strain . 9523 . 5500
With New Strain min. guaranteed . 14284 14284
April *77 . . . : . 15884 19333
May ‘77 . . . 16915 20990
June ‘77 . . . 17834 q0283
July ‘77 . . . . . 17925 18566

¢Further reply not sent to Audit for vetting
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2 3.
August ‘77 17416 18466 -
Sept 77 17488 21033.

Oct. ‘79 ' 16837 16285

Nov. ‘37 . . . 16950 16288

Dec. ‘77 (expected) 17500 Not in programme:

[ 4
As stated under reply to recommendation No. 4, HAL is at present
implementing introduction of the second stage guarantee viz. achiev-
ing minimum of 30,000 u/ml. in the main plant. The parameters.
mentioned above for the second stage are at present being standar-
dised, and would be placed before the Board.

[Min. of C & F O.M. No. 51012/2/75-DC of 9-1-78]
Recommendation No. 8 (Para 2.48)

The Committee note that utilisation of installed capacity for pro-
duction of first crystals gradually increased from 1966-67 to 1972-73
though there was a set back in 1967-68 and 1970-71 but it again
showed an increasing trend upto 1972-73 and thereafter declined.
The Committee were informed that the target is fixed as high as
possible to motivate the production personnel and the yield of first
crystals depended on the activity of strain in fermentor. The Com-
mittee are not convinced of this argument and feel that it should
have been possible for the undertaking to take timely remedial
measures to attain at least the targetted capacity.

Reply of Government

Government have taken note of this observation made by the
Committee, and in fact the company has already been advised that
the target of production once fixed before the commencement of
the year, during the framing of budget, should not be altered uni--
lateraly by the company and that analysis of production should be
made only with reference to the budgetted production fixed before
the commencement of the year. A copy of this Ministry’s Letter

No. 1s55013 (3)/76-DC of dated 24-3-1976 is attached. [See
Appendix L]

[M/C&F O.M. No, 51012/2/75-DC 30-9-76:}
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Recommendation No. 9 (Para 2.49)

The Committee regret to note that the efficiencies actually
-achieved in the conversion of first crystals into bulk Penicillin (with
the addition of potassium, Sodium and Procaine salts) were generally
Jess than the standards efficiencies of 90 per cent, 70 per cent, 80 per
cent and 75 per cent fixed by the Management during the period
1966-67 and 1973-74 except in the case of Penicillin V where the per-
centage of efficiency was more than the standard in 1968-69, 1969-70

.and 1972-73, 1973-74 and 1974-75 and Sodium during 174-75 Potas-
sium during 1972-73 and 1973-74.. The Committee are informedsthat
less of production in this regard was due to lack of enforcement of
protocol laid down for optimum efficiency of production e.g. non-
-observance of operating para metres like maintenance of optimum
temparatures and air pressure in the fermentres caused by, lack of
facilities like temparature controls, monitoring agents, leakage of
‘steem, non-availability of crucial raw materials, obsolescence of
equipment and negligence on the part of employees. The Committee
see no reason why the protocols laid down for optimum efficiency of
production could not be enforced. The Committee feel that had there
been a proper and effective system of control over the different stages
of production, it should not have been difficult for the management
‘to have identified the causes of low efficiency and taken concerted
measures to realise the protocol standards. -

Reply of Government

Government have taken note of the recommendations made, and
_appropriate instructions are being issued.

(M/C&F O.M. No. 51012|2|75-DC 30-9-76.)
Further information called for by the Committee
Please furnish a copy of the instructions issued in this behalf.
(LSS OM No. 21-PU/76 of 17-1a77).
Further Reply of Government

A copy of this Ministry’s letter No. L-51012(2) /75-DC dated 12th
‘October, 1976 addressed to MD—HAL is attached.(See Appendix II.)

(M/C&F OM No. 51012|2|75-DC of 24-2-77.)
Recommendation No. 10 (Para 2.50) '

The Committee are informed that the matter was gone into in
-depth and action had been taken to remove the Head of the engineer-
ing division and the Head of production and also for replacement of
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equipments. The Committee recommend that the management
should draw lessons at least now and introduce without any further
delay an effective system of management control over the different
stages of production so that deficiencies at each stage are identified

promptly and suitable remedial measures taken without loss of time-
and production.

Reply of Government

Effective system of Management Control has been introduced.
This includes creation of a new cell for monitoring production and
services round the clock; and highlighting shortfalls and deficiencies.
These are reviewed daily by Senior Technical Officers and prompt
measures are taken to sort out the problems and avoid loss of pro-
duction. Other measures include systematic plant preventive main-
tenance, inventory management and establishment of technical cell
for debottlenecking and up-gradation of efficiencies, R&D is closely
associated for resolving problems and up-grading efficiencies. A
constant review is always taken at the highest level.

(M/C&F O.M. No. 51012|2|75-DC 30-9-76.)
Recommendation No. 11 (Para 2.51)

I regard to the replacement of equipment, the Committee are
informed that an expenditure of Rs. 20 lakhs has already been in-
curred and it is proposed to have further replacements for the next
three years by spending Rs. 27 lakhs. The Committee are also in-
formed that piecemeal replacement of equipment of improved design,
would not provide a substitute for a completely new plant of modern
design which would cost Rs. 3 crores and it is not proposed to discard
the existing plant and replace. it by a new plant of upto date design.
The Committee would like the comparative economics of replace-
ment of equipment in piecemeal vis-a-vis wholesale substitutition to
be most carefully gone into with particular reference to the new
strain proposed to be imported. The Committee would like to be
informed of the result of such a study.

Reply of Government

As stated in reply to recommendation No. 4, the company has
entered into a technical collaboration agreement with a Japanese
firm for the improved strains and technology in the manufacture of
Penicillin. The question of equipments vis-a-vis the need to replace
the existing ones by a new plant of modern design will have to.be
meshed into the requirements of new technology. Care is befng'
taken to keep the investment as well as the loss of production during"
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dransition period to the minimum. The comparative economics of
replacement of equipment in piecemeal vis-gevis wholesale substity-

~tion will be carefully gone into with reference to the new strain and
technology being introduced,

(M/C&F O.M. No. 51012|2|75-DC 30-9-76.)
Further information called for by the Committee

Has the comparative economics of replacement of equipment in
piecemeal vis-a-vis wholesale substitution been gone into with re-
ference to the new strain and technology introduced in collaboration
‘'With a Japanese firm? If so please give details thereof indicating
therein the cost of equipment replaced/to be replaced.

[L.S.S. letter No. 21-PU/76 of 8-12-77]
Further Reply of Government*

Due to the need for improving production efficiency and lowering
cost of production, HAL decided to introduce the new strain and
technology into its main plant on a crash basis involving the imple-
mentation in two stages. During Stage 1, the strain was introduced
into the main plant on a minimum alteration basis, which could ke
achieved within a very short period of time, and which involved
minor changes in the aeration and agitating systems. When this
modification was completed in our existing Penicillin plant, the
Japanese strain and technology gave a 50 to 100 per cent increase
in productivity which gave the full benefit of an immediate reduc-
tion in cost of production. For the second stage of technology imple-
.mentation for achieving the guaranteed 30,000 u|ml. under 216 hrs.
of fermentation, it was decided to introduce the plant modifications
in stages so that the Penicillin output of HAL was not affected dur-
ing the course of the change-over. This naturally required that one
fermentor at a time was modified and taken into commission subse-
«quently. The performance of the first so modified fermentOr. viz.
‘F-15 has been highly satisfactory in that, it has consistently given
the minimum guaranteed yield, as seen from the table below:

Batch No. Date of completion  Age—hrs. Titre—u/ml.
9077 31-10-77 115 30,800
9095 12-11-77 192°0 29,350
9110 21-11-77 1985 31,450
9140 10-12-77 178+0 84,700
9156 20-12-77 198°0 30,800

*Further reply not sent to Audit for vetting.
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This type of exercise necessarily involves replacement of equip-
ment in a piecemeal manner, and as the technology was established
in the Pilot plant, changes were also made in the main plant to suit
requirements. Undoubtedly, if the entire plant was modified on a
-one-time baeis, it would have been possible to complete the modifica-
tion in a shorter period than when done piecemeal. This would
have, however, resulted in a total stoppage of Penicillin production
by HAL, which would have resulted in this life-saving drug becoming
in short supply in the country.

Our existing Penicillin plant started in the year 1954. And has
been expanded to the present capacity following an old and
technology. The replacement of equipment etc. piecemeal to suit
the 30,000 u/ml. technology, while has resulted in achieving the
minimum guaranteed yields, has not been conducive to achieving
the maximum strain capability and performance that is possible with
a more modern plant with better Process control. Already HAL’s
Pilot Plant has developed the new strain and technology with yields
upto 40,000 u/ml. under 200 hrs. of fermentation cycle. The fine
Process controls required for consistently achieving such results
would not be possible in our existing plant even after the piece-
meal or wholesale replacement of equipment. For this purpose,
HAL has now submitted a new plant proposal to the Government of
India, in which yields ranging from 40,000 to 50,000 u/ml. could be
achieved for a total annual production of 500 mmu. of first crystals of
Penicillin at an estimated cost of Rs. 900 lacs. If approved, it is
expected that this plant would be completed by 31st March, 1981.

(M/C&F O.M. No. 51012|2|75-DC 30-9-76.)

Recommendation No. 12 (Para 2.60)

In the opinion of the Committee targets fixed for production of
Penicillin G by the Undertaking represent what can actually be
achieved. If so, the Committee see no reason why it should not have
been possible to achieve such targets by concerted efforts instead of
revising them downwards because of constraints or inefficiency in
production.

Reply of Government
Please see reply to Recommendation No. 8.

Suitable instruction have been issued to HAL for mainta.ining
targets once fixed before the year and not to revise them unilate-
rally.

(M/C&F O.M. No. 51012|2|75-DC 30-9-76.)
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Recommendation No. 13 (Para 2.61)

The Committee are informed that shortage of essential raw
materials like butyl acetate, phosphoric acid, sulphuric acid and
phenyl acetic acid was one of the reasons for shortfall in production
of Penicillin during 1973-74 and 1974-75. It has been stated that as
a result of the shortage of cash, the suppliers’ bills remained out-
standing for long due to which requirements of the undertaking
received lower priority. The Committee are shocked at this state of
affairs in the working of a Public Undertaking where credit worthi-
ness of the Undertaking has become so low as to have affected even
the purchase of essential raw materials and production of an essential
drug like Penicillin was allowed to suffer on this account. The Com-
mittee recommend that this matter should be enquired into and
responsibility fixed. The Committee feel that these are matters.
which should have been gone into by Board of Directors particularly

the Managing Director and the Government representative on the
Board.

Reply of Government

It may be mentjpned at the outset that in the capital and revenue
Budget Estimates of HAL submitted by the Managing Director of
HAL on 23rd November, 1973 Revised Estimates of the Company
for 1973-74 showed a net loss of Rs. 67.16 lakhs while marginal profit
of Rs. 5 lakhs was expected during 1974-75. For 1973-74 also the
company did not ask for any budgetary support towards working
capital for that year stating that Government have been approached
for an increase in the selling price of bulk Streptomycin on the basis
of the prevailing cost of production based on the then wage and price
levels. It was also mentioned that if this was allowed, the company
would be able to retrieve its profitability. On this basis for the year
in the Revised Estimates for 1973-74 or Budget Estimates for 1974-75
no provision in the Budget was made towards working capital loans.

It was only on 15th December, 1973 that MD, HAL brought to:
our notice the prevailing difficulties in regard to working capital
requirements of the country. The company were obtaining their
working capital requirements from the State Bank of India and the
Bank had sanctioned an over-draft of Rs. 1 c¢rore. They were also
then considering sanction of a further cash credit of Rs. 1 crore
against which Rs. 50 lakhs were permitted to be drawn temporarily
as over-draft pending formal approval of the Board of SBI. Also
that on the basis of their stocks and debtors, they would normally
have been eligible for a further credit of approximately Rs. 25
crores over and above Rs. 2 crores referred to above. This alsos
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would have been processed in due course. However, MD, HAL was
informed by the SBI on 12-12-1973 that due to restrictions unposed
by the RBI on grant of credit they would freeze the cash credl_t
allowed to them at the level of their actual drawings at the end of
October, 1973 plus 5 per cent margin. Their actual drawings at the
end of October, 1973 against the cash credit allowed by SBI were
Rs. 84.81 lakhs. Thus, against a cash credit of Rs. 2 crores out of
which Rs. 150 lakhs has already been allowed by the SBI and a
further credit of Rs. 50 lakhs being processed, the cash credit 9!
HAL would in future be limited to Rs. 89.05 lakhs only. Sint.:e their
actual drawings on that date amounted to Rs. 119 ‘la.khs, i.e., an
amount of approximate Rs. 32 lakhs has been drawn in excess frpm
the SBI. HAL may also be called upon to release Rs. 114 lakhs being
the working capital requirements for the months of Decembet to
April 1974 in addition to Rs. 32 lakhs to be refunded to SBL

Accordingly, the matter was taken up with the Ministry of
Finance who however, had stated that this is a difficulty common
with all other public undertakings in view of the general policy of
Government of imposition of credit squeeze and was of the view
that the matter should be taken up with the Banks at a suitable
level. Accordingly the Secretary, Department of Banking and
State Bank of India were addressed, on 4th February, 1974. This
was again followed by another reminder on the 19th February,
1974. Government also noted the huge debtor’s position of the
company and was of the view that the amount owing to the com-
pany by customers for supplies made are substantial and are besides
expected to be steadily on the increase. Hence it was felt that the
company should take energetic steps to release the outstandings as
quickly as possible. Immediately, the company was asked to sup-
ply a detailed list of outstanding dues and the matter was taken up
by Government with all the concerned authorities, State Govern-
ments, public undertakings, on 19th March, 1974. In the meantime
the Department of Banking also informed vide their letter dated
20th March, 1974 that the State Bank of India to whom the matter
was referred by that department had reported that they had earlier
requested HAL to restrict drawings on their account to Rs. 85 lakhs
because of the credit restrictions as against the outstanding of
Rs. 119 lakhs at the end of December, 1973. The Bank had also
indicated that in view of the urgent requirements of the Company
they have since relaxed the restrictions on the account and permitt-
ed HAL to draw to the full extent of the sanctioned limit of Rs. 150
lakhs. Department of Banking also informed us that SBI had in-
formed them that HAL had confirmed to the SBI that this relaxa-
tions would meet their requirements fully.

4794 L.S.—4
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« . MD, HAL in his letter of 15th May, 1974 confirmed this position
.and stated that the State Bank of India had not relaxed the cash
.credit squeeze beyond Rs. 150 lakhs agreed to by them and that in
view of the increase in the cost of materials and labour, the cash
:position of the company had become very critical with the balance
-of only Rs. 20 lakhs. This matter was examined after obtlaining
_fuller details and was taken up with the SBI on the 4th June, 1974
-requesting-them to allow cash credit facilities for a further sum of
‘Rs. 100 lakhs. The SBI informed the Ministry in their letter of
18th June, 1974 that though they would appreciate the difficulties
of the HAL, their resources position would not permit release of
further funds to the company but they pointed out that HAL have
been able to negotiate credit facilities from the Bank of Maharash-
tra and SRBI have therefore allowed them to proceed with
the necessary arrangements. They also added that the Bank of
Maharashtra would be in a position to meet HAL's additional re-
quirements,

MD, HAL also in his letter of 15th July, 1974 informed Govern-
ment that the Bank of Maharashtra, even though they agreed to
the grant of Rs. 50 lakhs, they made available only Rs. 10 lakhs
and that the release of further amount may not be possible in view
of the credit squeeze. The matter was taken up with the Secretary,
"Department of Banking on 1-8-1974 who informed in his letter of
17th August, 1974 that the position stated was not entirely correct.
He stated that the Bank of Maharashtra had released first instal-
ment of Rs. 10 lakhs even without completion of the formalities
regarding documentation. There was, however, some delay in
release of further funds because SBI had raised certain points in
allowing the creation cf pari passu charge in favour of Bank of
Maharashtra on the securities of HAL. However, the MD, HAL
drew the attention of the C & MD of the Bank of Maharashtra to
this delay and the Bank immediately agreed to the release of the
balance of Rs. 40 lakhs to HAL.

These steps also did not improve the cash position of the com-
pany and the abnormal increase in the cost of the inputs and the
fact that the selling price of the antibiotics had not been increased
by Government due to the cost examination by BICP, the MD, HAL
again requested Government to make available cash credit facili- "
ties. This was examined further in consultation with the Minist:y
of Finance ard a sum of Fs. 200 lakhs was provided by means of a
supplementary grant in October, 1974. The Government released
Rs. 100 lakhs on 29-10-1974, Rs. 25 lakhs on 23-12-1974, Rs. 25 lakhs
on 13-1-1975 and Ps. C lakhs on 27-2-1975.
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It will be seen from the above that the company and Govern-
ment had taken all steps that were necessary to provide financial
assistance to the company to meet the working capital requirements
on account of increase in outputs etc., but it was due to the policy
of the Government to impose the credit squeeze that there was a
set-back on the availability of the working capital of the company.

Nearly, 98 per cent of the formulations manufactured by the
company are sold to Government hospitals and institutions who
pay, in most cases in about 90 days and there are cases where this
period exceeded unc year., While this is the position about the de-
btors, in the case of suppliers, most of the bills have to be paid
within 7 to 30 days of the receipt of raw materials. In the case of
furnace oil, which amounts to about 30 per cent of the total raw
material purchases, the Company has to pay in Advance. This
situation has put a very severe strain on the Company's financial
resources. The situation has been crefully reviewed by the Board
of. Directors of HAL who decided to discontinue rhe production of
one of the major lines of production viz.: Streptomycin Sulphate
as is was incurring heavy losses due to un-economic price fixed by
the Government. Eoweve~, the Government desired that the pro-
duction should be continued in the larger national interest. The
working capital requirements were partly met from the loan obtain-
ed frorn the Government.

With the various measures taken by the Compaay, including intro-
duction of a high yielding strain and technology in the case of
streptomycin and subsequently in the case of Penicillin, the position
regarding the working capital has eased to some extent. The Coms-
pany has also taken meesures to expedite collection from various
Government Hospitals and Institutions.

As & result of this the operations of the company are expected
to become viable during 1976-77 and the credit worthiness of the
company is expected to improve correspondingly.

The Government Director kept the Ministry informed as re-
gards the functioning of the company as also its short-comings
inadequacies and problems. This was done after every meeting of
the Board of Directors that he attended and reported the position
thereafter.

[M/C&F OM No. 51012/2/75—DC of 30-9-76]
Recommendation No. 15 (Paras 2.63 & 2.64)

The Committee are surprised to note that it was only in May,
1971, i.e. 16 years after the commissioning of the Plant that the
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Management took serious note of shortfall due to break-down of
machinery and introduced a scheme of maintenance of the plant
and machinery. The Committee cannot but view it as an instance
of gross negligence on the part of Management that they operated
the plant for 16 years without any regular system of preventive
maintenance. The Committee also find that frequent break-down
of production equipments were reported to be due to considerable
shortcoming in the working of engineering department which do not
appear to have been investigated. The Committee recommend that
the entire matter regarding lack of preventive maintenance for such
a long time should be investigated immediately with a view to fix
responsibility for the lapse.

The Committee also regret to note that even after intrgduction
of the system of preventive maintenance in 1971 the preventive
maintenance schedule has not been implemented fully during the
period 1971 to 1975. The Committee are not convinced by the reasons
advanced for non-implementation of the maintenance schedules
which, as the undertaking has confessed affected production. The
Committee cannot but deprecate the negligence shown by the
Management first in not introducing any regular preventive main-
tenance schedules for 16 vears and thereafter not implementing the
schedules regularly. They recommend that the reasons for non-
implementation of the maintenance schedules since 1971 should also
be investigated with a view to fix responsibility and adequate
measures taken to ensure that at least in future the schedules for
maintenance of the plant and equipment are adhered to. The Com-
mittee also recommend that Government/Board of Directors would
ensure that preventive maintenance protocols are inbuilt into the
system right from the inception and such protocols are actually
adhered to.

Recommendation No. 21 (Para 2.110)

The Committee are also informed that prior te 1971, there had
been no system of planned preventive maintenance for the plant
and equipment with the result that there were frequent breakdowns
which affected the availability of services. The planned preven-
tive maintenance is reported to have been introduced since 1971.
The Committee deprecate the neglect of so vital a plant for over 9
years and strongly reitrate, as already recommended in this chapter,
that a thorough investigation into this matter may be held expediti-
ously and responsibility fixed for not introducing a schedule of pre-

, ventive maintenance right from the beginning. They would further
recommend that the Corporation should take all possible measures
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to ensure that at least now the preventive maintenance schedule is
strictly followed for all plant and machinery so that they can be
kept in good running condition.

Reply of Governmeat

Recognising the imperative necessity to reduce incidence of plant
break-downs, a system of planned preventive Maintenance was in-
troduced for the whole plant during 1971. Nearly 25 Senior super-
visory personnel of maintenance and Production departments were
trained in Preventive Maintenance as a result of which implemen.
tation of the developed system became immediate. Status of imple-
mentation of these schedules is being monitored by weekly review
and as a result, implementation of schedules hag improved progres-
sively during the last 4 years.

MECH ELEC INSTS
No. of Bquipments No. of Equipments No. of Equipments

SCHD ATTD IMPL% SCHD ATTD IMPLY% SCHD ATTD IMPLY,

1972 52 41 79 38 28 74 st 12 39
1973 87 70 8o 70 61 87 48 as 52
1974 88 68 77 9t 8 92 48 33 69
1975 103 85 83 103 98 95 o 72 53 7%

As a result of progressive improvement in the implementation
of preventive maintenance schedules, incidence of plant break-down
and its adverse impact on production has been brought down signi-
ficantly.

It may also be mentioned that a Sub-Committee of the Board ot
Directors of the Company had already investigated the matter and
on the basis of this the company had removed the then Chief Engineer
from service during October, 1974.

The progress on plant maintenance schedule is reported to tne
Board at each of its meetings. The recommendation of the Com-*
mittee that preventive maintenance protocols are inbuilt into the
system right from the inception and such protocols are adhered to
has been noted for necessary action by the Company in respect of
any futire programme going to be taken up by them.

[M/C&F OM No. 51012/2/75-DC of 30-9-1976]
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Recommendation Ne. 16 (Paras 2.103 and 2.104)

The percentage of drained batches to seeded batches has widely
varied from 6.3 per cent in 1970-71 to 1.3 per cent in 1974-75. The
Committee regret to note that no norms have so far been laid down
by the Management with regard to the harvesting of seeded batches
with the result that the efficiency of harvesting operations could not
be properly evaluated. The Committee recommend that the under-
taking should, after keeping in view the equipment, the technology,
operating conditions etc. and after a study of the norms obtaining
with the collaborator for such operations, fix appropriate noims for
harvesting so as to evaluate the efficiency of harvesting operations
from time to time and take suitable remedial measures to keep the
drainage within limits.

Reply of Government

The norm fixed for draining in respect of Streptomycin was 7.1
per cent. The percentage of trained batches to seed batches in
1975-76 was 2.1 per cent and is well within the norm. Based on the
recent experience, the Company is examining the question of revis-
ing the norm downwards, keeping in view the equipment, technology
operating conditions, etc. as suggested by the Committee.

[Min. of C and F O.M. No. 51012/2/75 Dc. 30-9-76]
Further information called for by the Committee

Has the revised norms been fixed to keep the drainage within
limits? :
[L.S.S. letter No. 21-PU/76 of 8-12-77]

Further Reply of Government*

The norms for draining batches in terms of percent batches
drained agawnst the total number of batches seeded was 7 per cent
for Streptomycin and 3 per cent for Penicillin. However, due to the
tightening up of the operational procedures and improved formenta-
tion technology that was established alongside the new strain techne-
logy, this percentage of drained batches specially in Streptomycin
plant was brought down to below 3 per cent as an average during
the years 1973-74 todate. Based on this, the Internal Standards Com-
mittee of this organisation in its February 1977 meeting recommnend-
ed that the new norms for draining be fixed as follows:

2.5 per cent for Streptomycin
3 per cent for Penicillin

* It was also stated that with the introduction of new Penicillin
strain and technology along with improved sterile air filtration sys-

¢Further reply not sent to Audit for vetting,
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terms (the implementation of the Carbon air filtration System as
recommended by the Japanese collaborators), it was expected to
bring down the drainage percentage even in Penicillin to well below
3 per cent. Today the Carbon air filtration system has not been

introduced in the main plant, even though the system in the Pilot
plant has been establish:ed.

At present, the Production deptt. along with the Costing deptt.
is examining the variable ccst input for bosh. Penicillin and Strepto-
mycin, in arriving at the fermentation titre levels that would be
considered minimum required, before the batch can be harvested
in order to, (a) break even with final yield versus variable cost inputs,
and (h) maintaining the final product quality keeping in view the
good manufacturing practices involved. At present this exercise of
fixing the new norms in terms of cost is going on in view of the new
technologies being introduced in both these plants, which has greatly
changed our inputs. Obviously, only after the stabilisation of the
new technology, a vealistic picture in terms of actual variable cost
inputs could be arrived at. The Internal Standards Committee
would then fix revised norms for both these fermentatinns.

(Min. of C & F O.M. 51012|2|75-DC 9-1-78)

Recommendation No. 19 (Paras 2.107 and 2.108)

The Committee note that the undertaking had obtained the new
strain from Glaxo through Government free of cost on the condition
that it would not be sold gr passed on to others, and HAL has been
able to attain, on an average, a litre yield of 18,000 units/ml. and
occasionally 24-25,000 units/ml. from the new strain. The Committee
see no reason why the Ministry/HAL would not have selected the

technology and strain from Glaxo even in the initial stages instead
of the Merck & Co. i

The Committee would like HAL to take all the necessary mea-
sures not only to geti the maximum yield from the new strain but
also to improve the output and effect reduction in the cost of pro-
duction. The Undertaking should also review the performance with
reference to the new strain and take action to revise the standard
of titre yield with a view to evaluating the performance with refer-
ence to such standards.

Reply of Government 5

The improved strain and the associated technology for any ar\‘iﬁ-
biotic manufacture can be obtained only from such-parties who
would agreed to offer the technology as is available with them.
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The measures taken to get the maximum yield from the new
strain include: —

1. Introduction of three stage fermentation in place of two
stage fermentation;

2. Addition of Mannosidase Enzyme to reduce the Streptomy-
v cin ‘B’ content in the broth.

As a result of the above measures, the titre yield has gone up
from 14,450 u/ml. in 1974-75 to 15,766 u/ml. in 1975-76 and the average
efficiency of recovery has gone up from 77.6 per cent to 78.2 per cent.

Measures under implementation include:

1. Installation of 200 H. P. motor and agitator in place of
existing 125 H. P. motor and agitator.

2. Installation of equipments for controller eddition of carbo-
hydrates and Nitrogen sources.

These measures are expected to improve the output and reduce the
cost of production. After implementation of these measures and

based on the above performance the Standard of titre yield has been
revised to 16,000 u/ml.

[Min. of C&F O.M. 51012(2)/75-DC dt. 30-9-1976]
Recommendation No. 20 (Para 2.109)

The Committee are informed that because of stoppage of import
of soyabean meal used for production of streptomycin, there was
shortage in supply till the quality of soyabean meal fit for use in
antibiotics industry was established in the country. The Commit-
tee feel that the undertaking should have taken timely action to
identify suitable indigenous quality and built up sufficient stock when
it was known that import of soyabean was to be stopped, although
the problem is however now reported to have been solved. Similarly,
the problem of dextrose, which also effected production is stated to
have been solved with the replacement of dextrose by starch which
is easily available. The Committee recommend that now, when
HAL has located sources of good quality raw materials within the
country, it should make long term arrangements for their timely
supply and storage of raw materials may not affect the production
of this vital drug hereafter. The Committee would also like HAL to
review the production performance of streptomycin with reference
to new strain and revised the standard efficiency and capacity so
that evaluation of production could be done in a meaningful way.
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Reply of Government

The Company is taking steps to make long term arrangements
for timely supply and storage of good quality raw materials. It is
also constantly reviewing the performance of Streptomycin opera-
tions with reference to the strain and revising the standard efficiency
and capacity, so that evaluation of production can be done. In fact,
the present production of Streptomyecin is of the order of 7.5 tonnes
per month which is the installed capacity of the plant. The com-
pany would undertake réview of production performance of Strepto-
mycin w.r.t. new strain and assess standard efficiency and capacity
with a view to evaluate production in a meaningful way after this
strain has been tried sufficiently for long time say 1 year. Since 1
year of commercial exploitation of Streptomycin has been completed,
therefore review is now proposed to be undertaken.

[Min. of C and F O.M. No. 51012/2/75 Dc. 30-9-76.]
Further information called for by the Committee

Has the proposed review of the production performance of strepto-
mycin with reference to new strain been undertaken and standard
of efficiency and capacity revised?

[LSS. letter No. 21-PU/76 of 8-12-1877.]
Further Reply of Government*

During the year 1973-74 by using the Merck strain the average
Streptomycin titre was 6560 u/ml. By introduction of Glaxo strain
in 1974 the titre was improved as follows:—

Year Units per ML
1974-75 . . . . . . . . . . 14549 U/ml
1975-96 . . . . . . . . . . 15786 U/ml
1976-77 . . . . . . . . 13593 U/ml
Latest average im Oct./Nov. 1977 . . . . . 15000 U/ml.

As a result of introduction of Glaxo strain and technology, pro-
duction of Streptomycin reached a level of 85.95 Tons in the year
1976-77, with 184 batches as against 83.15 tons in 310 batches with
Merck Technology. Revised efficiencies and capacity are as under:—

With Merk Strain With Glaxo Strain

1. Annual capacity . . . . Tons 8o—go0 Tons 8o—90
2. C.C.C. per batch (extracted . 320 kg. 525
3. Conversion efficiency c.c.c. to Strepto- 85% 85%

mycin Sulphate.

*Further reply not sent to Audit for vetting.
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Fermentor capacity rendered surplus due to use of new strain is
proposed to be utilised by suitable expensions in other areas of ape-
rations. A project for production of additional 75 tonnes p.a. which
takes this into consideration has been approved and expansion has
commenced.

[Min. of C and F O.M. No. 51012/2/75 DC. 9-1-78.]
Recommendation No. 22 (Para 2.132 to 2.134)

The Committee do not see the rationale behind the decision to
increase the capacity of Hamycin Plant from 15 kgs. to 50 kgs even
before the pilot plant was set up and results of pilot plant study
were known. While the Committeee commend ‘the development
of the drug by the R&D wing of the undertaking they feel that HAL
should have set up the 15 kgs. plant as originally envisaged on a
pilot basis, and after testing the product, stablising it in consulta-
tion with the ICMR/IMA and Federal Drug Administration of USA,
established the demand for the product after a proper demand
survey and only thereafter gone in for production on a large scale.
The Committee regret to note that the undertaking went on in-
creasing the capacity to 250 kgs. and even set up the plant with
250 kgs. capacity at a cost of Rs. 65 lakhs in November, 1968 merely
on the basis of a demand from USA which was only ‘‘anticipated’’
but was not even got verified. The Committee fail to understand
as to why the demand of the product could not have been assesssed
and firmed up even in the earlier stages before going in for increase
of capacity and why the approval of the Federal Drug Administra-
tion of USA which is now considered necessary for the systematic
use of Hamycin could not have been obtained.

Reply of Government

The recommendation of the Committee has been noted. It may,
however, be mentioned that Hamycin was a new antibiotic de-
veloped through the company’s own R&D efforts, and that this
antibiotic belongs to the group of polyene-group of antibiotics.
Even though the company established the plant for 250 kgs. capaci-
ty based on the anticipated demand particularly in the USA, still
further expansion to 1000 kgs. was suggested by Lt. Gen. B. M. Rao,
Hony. Consultant to the Minister of Defence. In his letter to the
Planning Commission in February, 1974 he stated that this
drug had been found to be extremely useful for the treatment of
all kinds of skin infections as ointment and nail and scalp infec-
tions. It was also mentioned by him that its activity is several
times more than any other anti-fungal antibiotic knowr then.
Hamycin was also said to be the most effective in oral treatment for
eliminating fungal diseases of the lungs for which no cure was
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available then, US Government Laboratories, it was stated, were
also planning to use Hamycin on human patiens Lt. Gen. Rao also
added that pulmonary condiciasis which complicates pulmonary
tuberculosis cases can be eflectively cured by oral hamycin thus in-
creasing the chance of arrest of the disease. He felt that such large
scale need of this valuable antibiotic would require an expansion
of the plant capacity from 50 kgs. to 1000 kgs.

It will be seen from the above that on the fact of the advice re-
ceived from an expert in the field, the action taken by HAL could
not be considered as not correct. Further events, however, proved
that a proper evaluation of technology should have been made be-
fore embarking on setting up a plant with 250 kgs. capacity. It
may, be chsorved here that sometime Government may need to take
some calculated risks to develop and support the indigenous tech-
nology and this is a cost which the country might have to bear for
a risk of this nature. When a new product is introduced, the mar-
ket needs to be explored very quickly as in the case of drugs the
rate of obseloscence is very high. In this context, inaccurate esti-
mation of demand pattern for a totally new product may in some
cases be inescapable. If sufficient capacity was not built up and
demand of a high order developed, the criticism about short supply
would have had to be faced.

[Min. ¢f C and F O.M. No. 51012/2/75-DC. 30-9-76.]

Recommendation No. 23 (Paras 2.135 and 2.136)

The Committee find that on account of various problems the
production of Hamycin was discontinued from December 1974, with
the result that entire expenditure of Rs. 65 lakhs incurred in set-
ting up the plant and the recurring maintenance charges incurred
thereafter have proved to be infructuous. The Committee regret
to observe that inspite of the long period of nearly eight years, the
undertaking has not been able to get the problem solves. Since
the chemical/drug technology is fast developing, the Committee
feel that unless the problems are solved with expedition, the possi-
bility of the technology on which the plant was based becoming
obsolete and overtaken by latest advancements is not ruled out. The
Committee would like the whole matter to be thoroughly investigated
with a view to fix responsibility for the lapses.

The Committte also recommend that the undertaking should
find the best alternative use to which the plant and machinery
could be put. The Committee suggest that Ministry/Undertaking
should derive a lesson from this experiment and ensure that when-
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ever investments are made for manufacture of experimental drugs

in future, the plant and machinery are such as could be used for
more than one product.

Reply of Government

The Board of Directors have appointed a sub-committtee to go
into the entire question of Hamycin and their report is awaited. On
receipt of the sub-committee of the Board of Directors a view by the
Board of Directors would be possible regarding the need for fixing
the responsibility for the lapses.

Existing equipment and machinery in Hamycin plant are being
utilised continuously for (i) Recovery and extraction of Pen. V as a
separate stream. (This obviated the loss of production during
transition); (ii) processing of Aureofungin; (iii) Processing of
Enzyme for Streptomycin plant; (iv) processing of trial batches
taken up in pilot plant where adequate facilities for recovery of
products are not available; (v) Recovery of Penicillin from salva-
ges. It is also being used to cope up with the production of Peni-
cillin in case of difficulties arising in the Main Plant.

Further information called for by the Committeo

When is the sub-committte of the Board of Directors expected to
given its report? What are the terms of reference.

Further reply of Governmen$

A sub-committee of the Board was appointed to go into this
(Hamycin Project) with particulars reference to the Utilities of
this Plant. The sub-cémmittee had discussion with the concerned
department and had asked for certain data on production and sale
of Hamycin as also the data about quality, stability, and toxicity of
the drug which was submitted to it. The sub—committee also dis-
cussed in detail various aspects connected with the Hamycin Plant
and was to submit its report. In the meantime, there have been
changes in the constitution of the Board of Directors of HAL, and
none of the sub-committee members except Dr. S. S. Gothaskar con-
tinues on the Board. The Board, therefore, has reconsituted the
sub-committee to examine the issue on the basis of the data already
furnished tc the previous sub-committee and to submit its report to
the Board socun. The data submitted to the earlier sub-committee
has already been furnished to the re-constituted sub-committee which
is likely to meet soon and submit its report to the Board.

[Min. of C&F O.M. 51012/2/75-DC 24-2-77]
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Further imformation called for by the Committee

Has the sub-committee of the Board completed investigations
into Hamycin project? If so, what the result thereof.

[LSS letter No. 21-PU/76 dated 8th Dec. 1977]
Further Reply of Government*

The Board's Sub-Committee after holding discussions with
HAL'’s R&D, Production and Marketing staff, came to the conclu-
sion that Hamycin was an effective drug in the treatment of topical
fungal diseases of man, and on the issue of the safety and efficacy
of the drug the sub-committee was satisfied. At the same time, it
noted that due to the limited shelf-life of this antibiotic, a careful
assessment of the market potential should be made and a plant
suitable for the manufacture of adequate quantities to meet mar-
ket demand at regular intervals of manufacture, should be put, up,
provided it is both economic and feasible. The Sub-Committee also
came to the conclusion that production capacity to the second anti-
fungal antibiotic developed by HAL, viz Aureofungin which has been
shown to be highly effective in controlling certain important
diseases of major agricultural plants, as also for its newly estab-
lished use in preventing mould deterioration of Poultry and other
animal feeds (this has been established in collaboration with M/s.
Toyo, Juzo, Japan and it appears that there could be a substantial
Export market of Aureofungin for feed protectien purposes as indi-
cated by HAL Japanese collaborators) should also be included in the
proposal for an optimum sized manufacturing unit, in which both
Hamycin and Aureofungin could be produced.

The feasibility and preliminary project report for the establish-
ment of such a unit is currently under preparation for submission
to the Board.

(Min. of C & F OM 51012/2/75 DC 9-1-78)
Recommendation No. 26 (Para 2.166)

The Task Force has also recommended that the two problems
require immediate attention for improving overall efficiency
and suggested that the management of HAL should immediately
explore the possibility of obtaining better technology either locally
or imported which will ensure better return on the investment
slready made with the minimal additional inputs and HAL should
immediately explore the possibility of maximum utilisation of the
plant already installed by constituting a joint working group com-
prising the scientists of HAL, NCL and also National Research De-
velopment Corporation to go into the details of the technology and the

*Fuc.k er reply not sent to Audit for vetting.
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design of the plant in order to assess the techno-economic viability
of the entire project afresh. The Committee feel that HAL should
have evaluated in depth the NCL technology at the pilot plant
stage in consultation with Indian Council of medical Research,
NRDC and other experts in the field especially when even at the
pilot plant stage according to the Secretary doubts were expressed.
The Committee feel that the pilot plant studies were not carefully
done before setting up a plant for large scale production. The
Committee recomend that HAL should without any further delay,
take concerted measures to overcome the immediate problems
affecting the production.

Reply of Government

The Government had appointed a Task Force headed by Brig.
B. J. Shahaney, DGTD to look into the problems of Vitamin C. The
Task Force having examined the various issues involved, appointed
a Working Group comprising of representatives from NCL, HAL
and NRDC to go into the problems in depth and make recommen-
dations. The Task Force also suggested that HAL should ex-
plore the possibility of taking alternative technology. The Work-
ing Group has since submitted its report to the Task Force.

HAL contacted M/s. Sarabhai Chemicals, Jayant Vitamins, E.
Merck, of Germany, Takeda of Japan and Roche. While M/s. E.
Merck and Takeda regretted their inability, M/s. Roch Products
of India expressed their willingness to offer their services to
rehabilitate the Vitamin C plant of HAL and after assessing the
installed facilities have stated that the plant with a reasonable in-
vestnient of Rs. 79 lakhs, would be in a position to produce the
rated capacity of 125 tonnes of Vitamin C, a year, at a cost close to
the selling price fixed by Government,

The report of the Working Group and that of M/s. Roch pro-
ducts have been examined by the Task Force and the final report
of the Task Force is awaited.

[Min. (f C & F O.M. No. L-51012/275-DC dated the 30-9-76]
Further information called for by the Committee
When is the Task Force expected to give its final report?
Further reply of Government

The Task Force has sent an advance copy of its final report
which is under consideration of Government and decision will be
taken as early as possible,

(Min. of C&F 51012(2)/75-DC dated the 24-2-77)
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Further information called for by the Commitiee

Has a decision on the report of the Task Force been takem? If
so, what is the latest position in this regard

[LSS letter No. 21-PU/76 dated 8th December, 1977]
Further Reply of Government*

Pending the finalisation of the Feasibility Report by the sub-com-
mittee, the Board desired that Feasibility Report be submitted to
the Government of India with a remark that the final recommenda-
tions of the Board would be forwarded in due course. The Feasibi-
lity Report was submitted to the Government on 23rd August, 1977.
The sub committee met on 3rd September, 1977 (New Delhi) and
on 16th September, 1977 (at Pimpri) and desired additional data
in respect of cost required to establish increased capacity at 160
Tonnes P. A. The same has been submitted to the sub committee.

The Board noted the minutes of the meeting of the sub-com-
mittee on Vitamin C, of 3-9-77 and 16-9-77 keeping in view that in
any complex chemical manufacturing or fermentation plant, due
to fluctuations in productivity caused by use of complex drganic
raw materials as well as factors such as high levels of wear and
tear and corrosion due to the use of corrosive raw materials and
extreme reaction conditions, it would not be possible to achieve
and consistently maintain the actual plant capacity at the production
or rated capacity. Generally, the actual production capacity would
be in the vicinity of 80 to 85 per cent of the name-plate capacity of
such manufacturing units. The sub-committee had, therefore,
recommended having due regard to the addition marginal capital
cost which did not significantly affect the overall status of the pro-
ject, an additional expenditure of Rs. 18.60 lakhs (in addition to
Rs. 77 lakhs—thus making a total Rs. 95.60 lakhs) in order that
against the name-plate capacity of 160 tons per annum, a minimum
production of 125 tons per annum would be assured. The Board
has since approved this recommendation and has directed that
M/s. Roch Products India Ltd. be kept in constant consultation.

[Min of C & F O.M. 51012/2/75-DC 9-1-1?’28]
Recommendation No. 27 (Para 2.167)

The Committee do not understand as to why, when IDPL an-
other Public Sector Undertaking under the same Ministry is also
producing Vitamin C, the assistance of that Public Undertaking
could not be taken for revamping the plant. The Committee re-
commend that a careful evaluation of the available technologies

*Further reply not sent to Audit for vetting, T
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should be made and the appropriate technology selected se that
the plant is capable of operation on an economic basis. The Com-
mittee need hardly stress that it should be endeavour of the P\{b-
lic Sector Undertakings dealing with drugs to ensure that es.sentml
drugs of assured quality including those for prevention of diseases
are made available at most competitive prices and in adequate
quantities.

Reply of Government

The IDPL are producing Vitamin B-1, B-2, Folic Acid etc. but
not Vitamin C. They are only formulating Vitamin C.

As already mentioned in reply to recommendation No. 26 in-
troduction of appropriate technology is under consideration.

[M/C&F OM 51012/2/75-DC 30-9-76]
Further information called for by the Committee

Has any instructions been issued in this regard?
[LSS OM 21-PO/76 17-1-1977]
Further reply of Government

The Task Force set up by Government to go into the problems
of Vitamin C Plant have unanimously come to the conclusion that
HAL should go ahead with the revamping/rehabilitation of the
Plant with the technological assistance offered by M/s. Roche. The
company has been asked to submit a Feasibility Report accordingly
for approval by the Government.

It is the declared objective of the Government to ensure produc-
tion of essential drugs and their availability inadequate quantities
at reasonable prices. The Public Sector Undertakings are already
playing a significant role towards this objective. Fair selling price
of each bulk drug and formulation is fixed by the Government
under the Drugs (Prices Control) Order 1970, on the basis of, ap-
proved norms stipulated in this order. No further instruction in
this respect are called for.

[M/C&F OM 51012/2/75-DC 29-2-77]
Further information called for by the Committee

What is the latest position with regard to revamping/rehabilita-
tion of the Vitamin C Plant?

[LSS letter No. 21-PU/76 of 8-12-77]
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Further Reply of Government*

The Task Force set up to go into the problems of Vitamin C Plant
has submitted their report to Government recommending that HAL
should go ahead with the assistance offered by M/s. Roche Products
Limited. This recommendation has been agreed to by the Govern-
ment and HAL has submitted feasibility report on revamping existing
Vitamin C Plant for achieving its rated capacity of 125 T. per annum.

The total cost of rehabilitation is estimated at Rs. 77 lakhs. The
Government of India had originally sanctioned an expenditure of Rs.
163 Lakhs out of which company has spent Rs. 138 lakhs leaving
thereby Rs. 25 lakhs as balance on the original sanction. Additional
sanction would be for Rs. 52 lakhs, making total additional expendi-
ture of Rs. 77 lakhs. With this investment it is expected that the
Vitamin C Plant would start working from August 1978 with rated
capacity of 125 tonnes per annum.

The Board noted the minutes of the meeting of the Sub-committee
on Vitamin C, of 3-9-77 and 16-9-77 keeping in view that in any com-
plex chemical manufacturing or fermentation plant, due to fluctua-
tion in productivity caused by use of complex organic raw materials
as well as factors such as high levels of wear and tear and corrosion
due to the use of corrosive raw materials and extreme reaction
conditions, it would not be possible to achieve and consistently
maintain the actual plant capacity at the production or rated capacity.
Generally, the actual production capacity would be in the vicinity
of 80 to 85 per cent of the name-plate capacity of such manufacturing
units. The Sub-committee had, therefore, recommended having due
regard to the additional marginal capital cost which did not signi-
ficantly affect the overall status of the project, an additional expendi-
ture of Rs. 18.60 lakhs (in addition to Rs. 77 lakhs—thus making
total Rs. 95.60 lakhs) in order that with the name-plate capacity of
160 tons per annum, a minimum production of 125 tons per annum
would be assured. The Board has since approved this recommenda-
tion and has directed that M/s. Roche Products India Ltd. be kept in
constant consultation.

[M/C & F OM/51012/2/75-DC 9-1-1978]
Recommendation No. 28 (Para 2.179 and 2.180)

The Committee feel that both the Ministry of Petroleurn Chemi-
cals and Fertilizers and HAL should have taken the assistance of the
Ministry of Agriculture and the ICAR for testing the product
Aureofungin a product developed by its own R&D efforts in the
field establishing its efficiency and popularising and standardising’
it as a pesticide before taking up production on a large scale. If it is

¢Further reply no' sent to Audit for vetting.
4794 LS—5.
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established as a pesticide or even as an antibiotic for agricultural
products, the Committee feel that the undertaking should . have
passed on the know how tc another public undertaking dealing with
the pesticides or to the Ministry concerned for further processing
and development. The Committee regret to note that, instead, the
company went on manufacturing the product though on a moderate
seale without obtaining any firm commitment of indents from the
State Government and produced 1250 kgs. till the end of March,
1975 at a cost of Rs. 39 lakhs. The Committee see no justification
for the company to have gone on with the production during 1972-73,
1973-T4 and 1974-75 when there was already an accumulation of stock
in 1971-72 and'the shelf life of products was only two years especially

when there were no firm indents/commitments from the State
Government. ‘

The Committee find that the off-take of the product has not even
been 50 per cent of the production to the end of 1974-75 and even
the stocks lying with the company are not usable with the result
that the company has been put to a loss of over Rs. 20 lakhs calculated
on the basis of total cost of production. The Committee would like
that the entire matter should be thoroughly investigated with a view
to fixing responsibility for the loss.

Reply of Government
Government accepts the recommendation and propose to imple-
ment it by calling upon the Board of Directors to examine the matter
and submit a report to Government.
[Min. of C&F 51012(2)/75-DC 30-9-77]
Further information called for by the Committee
What concrete action has been taken in this regard?
Further Reply of Government
The Board has taken up the examination of the recommendation
made by the Committee and their report is awaited.
[Min. of C&F 51012/2/75-DC 24-2-1977]
Further information called for by the Committee
Has the Board completed its examination of the production of
Aureofungin and a decision taken in the matter?
[LSS. O.M. No. 21-PU/76 dated 8th December 1977]
Further Reply of Government

The matter was considered by the Board of HAL and minutes of
.the meeting held on 3rd March 1977 are reproduced below: —

The Company has made the following submission to the Board:
«Aureofungin, a highly potent antifungal antibiotic was dis-
covered by the Research Laboratories of HAL. It has been shown to
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be active at extremely low concentrations against a wide variety
of fungi including several major plant pathagens. This antifungal
antibiotic was tested widely in different agricultural research stations
round the country against several plant diseases including paddy
blight, sugarcane redrat, diseases of grapes, coconut, areeanut,
rubber and others. Its efficacy against plant diseases under field
conditions was not only established but was confirmed by several
independent workers in India and this is evidenced by the number of
original research papers that have been published so far.

As is well known the establishment and introduetion of new anti-
biotic either for human and agricultural uses into the market is
an extremely long, difficult and expensive process. While conceding
the fact that™his organisation hag not so far sold very large quantities
of this antibiotic in the market, it should also be appreciated that
with the limited R & D facilities the company has for conducting
field trials and demonstration plots etc. as also the limited marketing
force, it has been difficult to successfully intreduce this compound
in the market. The company is making efforts to establish this
compound.

Considered against the above background, the company had to
Tetain this item in its line of production eventhough the material
produced in earlier years had not been sold out because continuity
of supply of non-time-expired stock had to be maintained till the
poduct was established firmly in the market and regular production
could commence on the basis of actual/forecast demand. Thus
between 1966 and 1976 a total quantity of 1.303 tonnes were produced
to support the marketing in the introduction of this new item.
However, since the market did not respond quickly and the financial
position of the company also did not permit further expenditure on
this new item, it was decided to discontinue the production of this

item.

The year-wise details of the quantity produced are furnished
below:

Kgs.
1966-67 . . . 733°62
1967-68 . 37°35
1968-69 . . . . . . Nil
1969-70 . . . . Nil

1970-71 . . e . . 4332
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1971-72 25°90
1972-73 . . . . . . . 106- 83
1973-74 44°95
1974-75 . . . . . .. . 258655
197576 . . . . . - 49'44 (Processed Qty)
1976-77 . . . . . . . . Nil

The Board notes that the Committee has made two points, (a)
that f:he manufacture of this Product was not undertaken against
firm indents, and (b) that even though the Company has unsold
stocks of this product at the end of 1971-72, further production of
fresh batches was continued by the Company in subsequent years.
In regard to the first point, the Company has pointed out that when
a new product is to be introduced it is not possible to plan production
against advance indents and that the normal practice is to make to
a survey of the demand prospects in the country and plan productionr
on that basis. Further, in this particular case, it was explained that
the demand was contingent on the incidence of a particular fungal
disease and that production had to be planned in advance of such a
contingency and not after it had occurred. It ha$ also been explaine
ed that the production was always planned in consultation with the
Ministry of Agriculture, State Governments etc. and with reference
to the indications given by them of the probable demand. The
Board finds this explanation quite reasonable.

As regards the second point, the Board finds that the quantity
which was on hand at the close of 1971-72 was time expired and that
efforts to re-process the time-expired product were not successful. At
the same time, the demand for the product arose and the quantities
produced in subsequent years have also been sold. There are no
stocks of the product at present.

Coming to the question of up-dating the figures of loss, the total
cost of production up to 1975-76 was Rs. 39.84 and the total realisation
were Rs. 14.99 lakhs and on this basis, the total loss on this operation
could be said to be Rs. 24.85 lakhs. However, it has to be borne in
mind that the manufacture of this product was undertaken with the
available cquipment, man-power and other facilities and no extra
investment or man-power was involved. The cost of production
mentioned above included the element of depreciation, overheads
etc. on a notional allocation, but even if the manufacture of this
product had not been undertaken, those costs would have been
incurred. Excluding such unavoidable costs and computing the
loss on a marginal cost basis, the loss on this operation would be only
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Rs. 11.39 lakhs. As this was incurred in the development and
marketing of a new product, it would be more reasonable to treat
this as promotional expenditure rather than as a financial loss. The
Board ventures to submit that there can be no guarantee that such
developmental and promotional efforts will always be successful,
and that any approach in terms of fixing responsibility for the losses
likely to have a deleterious effect on R & D activities.

[Min. of C&F 51012/2/75-DC dated 9-1-78]
Recommendation No. 29 (Para 2.193)

The Committee regret to note that even though there is no legal
ban on the production of Tetracycline, now, it would not be possible
for the undertaking to produce Tetracycline at competitive prices
as others are already in the field with the result that the plant could
not be used for the purpose for which it was set up while Tetracyc-
line itself is being imported in bulk form to produce capsules. The
Committee find that this pilot plant was used for production of

. Chlorotetracycline again on the basis of know-how developed by
research division and even this had to be abandoned on account of
lack of demand. The Committee are informed that the plant was dis-
mantled in 1970-71 and the machinery transferred to other plants
for use and the entire Chlorotetracycline produced has been sold by
31st March, 1972. The Committee regret to observe that this is yet
another instance of taking up experimental production without
assessing the demand and developing the market for the product.

Reply of Government

‘The observation made by the Committee has been noted.

All proposals from the Public Sector units are considered and
approved only after Government satisfied themselves of the demand
pattern for such products. There is, however, a risk of obsolescence
in the field of drugs with the development of more efficacious and
less toxic chemotherapeutic agents.

[M/C&F OM 51012/2/75-DC dated 30-9-76]

Recommendation No. 30 (Paras 2.194 and 2.195)

The Committee also note that the Board approved in December
1969 setting up of a plant for the manufacture of 5,000 kgs. of semi-
synthetic Penicillin per annum at an estimated cost of Rs. 50 lakhs
during the Fourth Five Year Plan. According to management, the
plant would be commissioned by June, 1976. The Committee also
note that in the mean time manufacture of semi-synthetic penicillin
capsules was started, in November, 1971, and out of 17.52 lakhs cap-
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sules manufactured 14.67 lakhs were sold upto March 31, 1975, 0.80
lakhs were scrapped (produced in May 1972) leaving of a balance of
1.05 lakhs in stock. The low volume of sale was stated to be done
to inherent difficulties in introducing a new formulation in the
market.

The Committee feel that the undertaking should have made in-
tensive efforts for marketing this new drug. Now that the plant.
would be commissioned by June, 1976, the Committee recommend
that the undertaking should intensify its efforts to develop the market
for the product and also take steps to get the problems regarding
efficacy and shelf life of the product resolved. The Committee would
also like to reiterate that in the sphere of drugs particularly the
new drugs, it is always advisable to take up production on a pilot.
basis before going in for production on a commercial scale.

Reply of Governinent

In the group of semi-synthetic Penicillin, HAL have taken up
the product—Ampicillin as the first item for production. Ampicillin
is a well established drug and a number of manufacturers have al-
ready been marketing the finished formulations based on the imported
bulk drug. HAL, no doubt, should have taken up the marketing
of ampicillin capsules with more vigour, but there would be no
problem for them in disposing the bulk Ampicillin going to be pro-
duced by them to the other formulators and this in turn would save
the foreign exchange spent on its import to that extent. Besides
the production of the bulk Ampicillin, HAL would also be consum-
ing a part thereof for converting the same into finished dosage form
in capsules, as per demand.

[M/C&F OM. No. 51012/2/75-DC dt. 30-9-76]..

Recommendation No. 31 (Para 2.196)

The Committee are informed that the preliminary feasibility
reports show that the projects for Industrial Enzmes and Aminogly-
cosidic antibiotics Wil be financially feasible while that of Erythro-
mycin would not be financially feasible on the basis of technology
available with the undertaking at present and therefore efforts are
being made to obtain improved technology before the project is pro-:
cessed ‘further. The Committee would like that a thorough study-
of the technologies if any available in India for the manufacture of
these products should first be made before considering import of
any foreign technology and the feasibility and economic viability
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of the projects should be critically examined before taking up the
projects. In case selection of forelgn technology is inevitable, the
Committee would like that the undertaking should select the best
technology capable of producing the drugs at most economic prices.
The Committee also caution that the earlier mistakes of taking up
manufacture of Hamycin, Aureofungin etc. should not be repeated
while taking up manufacture of the new drugs and every care should
be taken to ensure that the drugs produced will be efficacious, stable
and have a viable market for them.

Reply of Government

HAL have submitted a feasibility report for the manufacture of
Industrial Enzymes with a capacity of 20 tonnes based on their own
technology.

The company has also submitted feasibility report for the manu-
facture of 19 tonnes of Erythromycin in a new plant to be set up for
the purpose. involving an outlay of Rs. 4.16 crores hased on imported
technology. They are still negotiating for foreign technology. This
proposal has been circulated to various Ministries for initial com-
ments.

The recommendation of the Committee has been noted. Approval
of Government will be granted only after a thorough examination
of all the aspects concerning demand, technology, cost of production,
profitability etc.

[M/C&F OM 51012/2/75-DC 30-9-76]
Further information called for by the Committee

What is the latest position with regard to manufacture of indus-
trial enzymes, Aminoglycosidic Antibiotics and Erythromycin.

[LSS letter No. 21-PU/76 of 8-12-1977]
'Further Reply of Government*
1. Industrial Enzymes:

The: Company has developed the manufacturing know-how for
several mdustrial enzymes meant both for captive use as well as for
outside'sales. Already the orgenisation is manuacturing few. of these
enzyYhes required for its own captive .use. Example, Penicillina-
cylase for manufacture of 6-APA; L-Mannosidase for converting
Streptomyein B'to A, Amloglucosidase for. converting Starch to
‘Dextrose. The others enzymes that have been developed and ready
for manufdcture are Lipase, Glutose Oxidase and Penicillinase. The

*Further repl; not sent to Audit for vetting
AY

/
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Government has approval the manufacture of all these enzymes at
HAL and at present, the company is preparing the techno-economic
and feasibility reports for submission to PIB of Government of India.

2. Aminoglycosidic Antibiotics:

The items included under this category are (a) Gentamycin and
(b) Neomycin. The Company is in the last stages of negotiations
with M/s. Medimpex and Chinoin of Hungary for technical col-
laboration and manufacturing know-how. This project which has
already been approved by the PIB, on receiving the final clearance
from Government, would be set up at HAL. The Company, with
plans to begin with formulating Gentamycin Sulphate imported
from Hungary, would be beginning its basic manufacture within the
next two years.

(b) Neomycin: The Company developed its strain'and know-how
for Neomycin, but it could not go into full scale production due to
certain technical difficulties. It has since improved its strain vields
further, and this is at present undergoing feasibility studies.

3. Erythromycin:

In its Fifth Plan product profile, HAL had included the manu-
facture of different salts of Erythromycin by fermentation. How-
ever, during the discussions in November-December 1976 with the
Government of India, it was finally decided that Erythromycin bulk
would be manufactured by IDPL Plant at Rishikesh and not by HAL.
HAL would, however, formulate Erythromycin and introduce to the
market the sub-divided products such as Erythromycin strearate
film-coated tablets, and Erythromycin pediatric syrup. In fact, HAL
introduced the Erythromycin film-coated tablets during November
1977.

[M/C&F O.M. 51012/2/75-DC dt. 9-1-78]
Recommendation No. 32 (Para 2.209)

The Committee find that the percentage of rejects to total pro-
duction in the case of penicillin bulk has come down from 12.4 per
cent in 1967-68 to 8.8 per cent in 1969-70. Though it increased to 10.3
per cent in 1971-72, it again came down to 1.09 per cent in 1973-74.
In the case of streptomycin, though the percentage of rejects to the
total production was the maximum of 28.5 per cent in 1968-89, the
percentage came dewn to 0.54 per cent in 1972-73. It, however,
increased to 3.4 per cent in 1973-74. The Committee see no reason
why the undertaking should not sustain the low percentage of rejec-
tions so far achieved. The Committee recommend that it should be
the endeavour of the undertaking to ensure that the rejects are
further brought down.
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Reply of Government
Every effort is being made to keep the rejections of the bulk
products manufactured by the company at as low as possible. The
reject percentage for bulk Penicillin and Streptomycin during the
years 1974-75, 1975-76 and April—September, 1976 1s shown below:—

=

1974-75  1975-76 1976-77
% % %
_—S'.r;)lomvciu H-—. . T .' . —;- 5'46 6'47 6‘38
(April-Sept.)
Penicillin (April-Aug.)
Procaine Benzyl . 1°93 2°25 3719
Benzyl Sodium . . 0-819 1°'Q0 Nil
Benzyl Potassium 3°go - Nil Nil
V. Potassium . . . . . 6-76 3-02 Nil

Every endeavour is being made to ensure that the rejects are
further brought down.

[M/C&F O.M. 51012/2/75-DC dt. 30-9-76]
Further information called for by the Committee

What is the percentage of rejects to total production in the case
of Penicillin bulk in 1976-7?

[LSS O.M. No. 21-PU/76 dt. 8-12-77]
Reply of Government*

Percentage of rejects for the year 1976-77 is as follows:—

1976-77
b

Sireplompein . . . . . . . . . 518
Penicillin

Procaine Benzyl . . . . . . . . . 179
Beazy) Sodium . . . . . . . . 018
Benayl Potassium . . . . . . . . Nil
V. Potamium . . . . . . . . . 08¢

[M/C&F O.M. 51012/2/75-DC dt. 9-1-78]
*Further reply not sent to Audit for vetting. —_ o ——
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Recommendation No. 33 (Para 2.210)

The Committee regret to note that while there is a record of the
tablets and vials rejected out of the total production, no separate
figures of rejections in respect of the capsules are available with the
undertaking. The Committee feel that in the interest of assessing
the quality of the finished capsules, it is desirable that a record of
rejects in respect of capsules is also maintained separately.

Reply of Government

Record of rejection of capsules has since been maintained and
rejections of capsules during 1975-76 is 1.23 per cent.

[M/C&F O.M. 51012/2/75-DC dt. 30-9-76]
Further information called for by the Committee
What has been the rate of rejection in 1976-77?
[LSS O.M. No. 21-PU/76 dt. 8-12-77]

Further Reply of Government

Rate of rejection of capsules during the year 1976-77 works out
to 0.19 per cent. :

For the period April 1977 to November 1977 the rate of rejection
of capsules was 2.52 per cent. This was mainly due to 8.6 lakhs
capsules held back as the bulk used was subsequently declared as
rejected. After the rejected capsules a¥é-reprocessed, the percent-
age of rejection of capsules is likely to be reduced.

[M/C&F O.M. 51012/2/75-DC dt. 9-1-78]
Recommendation No, 34 (Paras 2.211 and 2.212)

The Commuttee would like that a record of rejects of vials from
the market would be maintained and analysed in depth and deficien-
cies identified with a view to taking corrective measures. The Com-
mittee need hardly stress that such rejections on account of quality
not only affects the image of the company but also involves risks to
patients.

‘Reply of Government

Month-wise product-wise details of capsules and tablets with-
drawals from the market are being maintained by the Company.
Similarly, the percentage of rejection to the total production is-aiso
maintained regularly. As pointed out by the Committee, these two
figures will be merged in order to indicate the overall percentage of
rejections. .

[Min, (C&F) O.M. No. 51012/2/75-DC dt. 30-9-1976]
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Further information called for by the Committee

Have the reasons for rejections been analysed in depth and defi-

ciencies identified? If so, what corrective measures have been
adopted?

(LSS O.M. No. 21-PU/76 dt. 17-1-1977]
Further Repy of Government

Reasons for rejections have been analysed and the deficiencies
have been identified by the Company. These are (a) For Penicillin
products:—Moisture pickup, the product having lost its potency
below the pharmacepoeial requirements. This has been overcome
by introduction of butyl rubber stoppers in Penicillin products. The
stability study has revealed that on use of butyl rubber stoppers,
the stability of the product has improved very considerably, (b)
For Streptomycin products:—The withdrawals have been mainly
due to the moisture pick up which is in proportion is very much less
than the Penicillin products and this has not adversely affected the
potency. Remedial measures for preventing moisture pick up are
being examined on the lines of Penicillin products. Corrective
actions are to be taken after analysing reasons for deficiency.

[M(C&F) 51012(2)/75-DC dt. 24-2-1977]
Further information called for by the Committee

Have the corrective measures in regard to vialling of Streptomycin
been finalised and introduced with a view to bring down rejections?

[L.S.S. O.M. No. 21-PU/76 dt. 8-12-1977]

Further Reply of Government*

The following corrective measure in regard to vialling of Strepto-
mycin has been taken to prevent moisture pick up.

In order to ensure the minimum moisture at the time of filling,
rubber stoppers, before use, are now dried in high vacuum. Evalua-
tion of results of this measure can only be assessed aftet 24 months.

Another corrective measure proposed to bring down the réjec-
tion is use of Butyl Rubber Stopper for this product. This will to
be considered if the percentage of rejects does not come down, after
examining the cost of Butyl Rubber Stoppers and their availability
etc. in details.

[M/C&F O.M. No. 51013(3)/75-DC dt. 9-1-1978]
&Further réply not senf to Audit for vetting, .
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Recummendation No. 35 (Paras 2.213 to 2.215

In the opinion of the Committee it should not be difficult for
the undertaking to have a sample test check of batches if any lying
unsold for more than six months to ensure that the efficacy of such
batches remains intact before they are actually sent to the market.
The Committee feel that ‘withdrawals from market’ do not leave a
good image of a public undertaking on the public mind. The Com-
mittee find that a maximum number of batches of potassium peni-
ciliin G were withdrawn and they pertained to the period October
1965 to March, 1966, April 1967 to September 1967 and October 1967
to March 1968 and the withdrawals were mainly on account of non-
confirmity to specifications. The Committee fail to understand how
such batches which did not conform to specifications passed the
quality control tests.

The Committee were also informed that during 1972-73 and
1973-74, batches have been withdrawn following complaints from the
market in regard to reactions particularly fatal reactions and also
due to failure of the stability which could be noticed as a result of
test carried out by the Quality Control Department of the Company.
The Committee view with concern how such batches were passed
by quality control department before they found their way into the
market. The Committee would like that the deficiencies in the pro-
ducts which resulted in the fatal reaction should be thoroughly in-
vestigated without loss of time and deterrent action taken against
all those responsible for the delinquency. The Committee also re-
commend that Board/Government should ensure a conclusive action
and also take suitable measures to avoid recurrence of such cases.

Reply of Government

The record of withdrawals of vials from the market is being
maintained. The company constituted a ‘‘Complaints Committee "
comprising of technical experts from Quality Control, Production,
R&D and Sales. The Committee examines in depth periodically
the nature of complaint and the test results of the reference for-
mulations as well as those involved in the complaint and initiates
remedial measures promptly.

A high powered committee called ‘Adverse Reaction Committee "
is also constituted consisting of senior scientists from R&D, Quality
Control, Company's Chief Medical Officer to analyse in depth the
complaints of reactions with a view to taking expeditious remedial
measures. Senior technical representatives of the company from
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ane or more departments are deputed to make on-the-spot investiga-
tion regarding the adverse reaction, and discuss with the senior offi-
cials and Doctors concerned. Invariably, in each and every case of
complaint, concerned Drugs Control Administration draws indepen-
dently samples from the batch and thoroughly tests them. Practi-
cally, in each case, the results of the test carried out by the Drugs
Control Administration indicate that the concerned product con-
forms to the prescribed standards. From these and from the on-
the-spot investigations of our representatives, it appears that in most
of the cases reactions are of allergic nature and in some cages, due
to faulty administration of the drug. It is for this purpose that the
Drugs Controller of India has issued a directive to all the Govern-
ment hospitals and institutions in the country to constitute a Local
Investigation Committee soon after a reaction has been observed.

It is also seen that very often. deterioration takes place due to
improper storage and handling of the product at the consuming
point. It is a matter of great relief to note that the frequency of
complaints has come down considerably. It may be added that no
batch has ever gone out to the market until it was cleared by the
Q.C. Department.

The Company has fixed house standards well above the phar-
macopoeial limits prescribed by the statute. The company has a
well-equipped Quality Control Laboratory manned by reputed
scientists. The batch is certified only after it meets with the phar-
macopoeial as well as house standards. In view of these, each and
every batch that leaves the company would have gone through the
rigid process of testing and conforming to the specifications before
it was certified. Regular checks are also carried on continuous basis
on the stability of the various products and formulations during the
life period of such product. In case any of the parameters in the
prescribed standard is not met with in the case of any product, the
company voluntarily withdraws such product from the market.
Simultaneously, immediate remedial measures are taken to ensure
that the concerned products remain stable within the life period
notified. These include substitution of synthetic butly rubber stop-
pers in plice of natural rubber stoppers; in the latter case, the
seepage of moisture resulting in deterioration of the product was
observed. Various other measures taken have been listed under
section on formulations. In view of these, when a product was
found to be sub-standard, it does not mean that the product was sub-
standard at the time of original release. The suggestion that Board/
Government should ensure a conclusive action and also take suit-
able measures to avoid recurrence of such cases, is accepted. The
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Board would review the findings of Company's “Complaints Com-
mittee” and ‘‘Adverse Reaction Committee” during their meetings.

[M/C&F. No. 51012[2|75-DC 30-9-76].
Further information called for by the Committee

(a) Has the Board reviewed the findings of Company’s ‘‘Com-
plaints Committee” and “Adverse Reaction Committee”?
If so, what is result thereof?

(b) Has any investigation been made into fatal cases? and

what action has ‘been taken as a result of such investiga-
tions?

[LSS Letter No. 21-PU/76 of 8-12-1977)]
Further Reply of Government*

(a) Complaints Committee in its meeting held on 8-12-1977 have
Teviewed various complaints received by the Company, during April
1977 to November 1977. Observations of the Committee will be
placed before the Board.

(b) Whenever a fatal case is reported after the use of our pro-
duct, the Sales Dept. directs its Regional representative to personally
collect further information on the reported incident for carrying out
investigation. The Regional representative is also directed to liaison
with the State Drug Control Dept. in this matter further. On the
receipt of the official complaint, the Quality Control Dept. of HAL
forthwith checks the reference vials of the very same batch on which
the complaint has been received, and reports its findings as to
whether the batch conforms to the Pharmacopoeial specifications. A
copy of this test report is also endorsed to the Adverse Reaction
Committee. Then as soon as the complaint vials are received from
the State Drug Control authority, the Quality Control Lab. tests
these products for conformation to I.P. Specifications and submits
its report. Adverse Reaction evaluation proforma that has been
drawn up by the Adverse Reaction Committee, is sent forthwith to
the doctor or hospital from which the complaint was recewed with
a request to give all the information requested for in that proforma.
The adverse Reaction Committee which normally meets once a
month. reviews in-depth, all cases of adverse reactions with parti-
cular attention to instances of fatality involved, and analysis the
probable causes and preventive actions to be taken. The Committee
investigates the batch concerned by referring the matter to the

*Further reply not sent to Audit for vetting.
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Production Dept., as soon as the results on the complaint and refer-
ence vials testing are available, it sends one of its Committee mem-
bers to personally visit the hospital, etc. where the death has taken
place for on the spot investigation. On few earlier occasions, the
results of its findings and remedial action as well as other recom-
mendations have been communicated to the State Drug Control and
other health authorities for their consideration and suitable action.
]n most cases, the M.ed1cal Authorities concerned have expressed
'thexr appreciation of our organisation's efforts to investigate in-depth
drug allergies, bring out relevant factors that may be involved in
\the reaction, and suggest remedial measures. An allergic reaction
with or without fatality is the result of an extremely complex inter-
actions between ‘the drug, the vehicle used, the cleanliness of the
equipment used particularly the syringe and the needle, the drug
used immediately prior to the injeetion of the patient, other .drugs,
etc., that he may have been taking, and the medical history of the
patient—as to whether he has become sensitised to the drug.
[M/C&F OM 51012/75/75-DC dated 9-1-1978]
Comments of the Committee
Please see paragraphs 20 to 23 of Chapter 1.

Recommendation No. 36 (Para 2.216)

The Committee feel that these problems are not insurmountable
and could have been controlled by the management by contem-
peraneous monitoring. The Committee would like that the under-
taking should critically go into the reasons for the very high per-
centage of rejections and see how far they were avoidable. The
Committee recommend that on the basis of the experience of work-
ing and with reference to norms obtaining in undertakings manu-
facturing similar drugs, the undertaking should fix appropriate
norms for rejections and also tighten its quality control measures
to see that the percentage of rejection does not exceed the norms.

Reply of Government*

As indicated in reply to Recommendation No. 35, the company
has one of the best equipped Quality Control Laboratories in the
country which could match similar laboratories anywhere in the
world. The Company has also laid down rvigid house standards
which are invariably well above the prescribed pharmacopoeial
standards. The company also works in collaboration with recognised
drug testing laboratories. These include Central Drug Laboratory,
Calcutta, Haffkine Institute, Bombay, Food & Drugs Administration,
Maharashtra State, National Institute of Medical Research, U.K.
Food & Drug Administration, USA, M/s Sarabhai Chemicals, Glaxo

*At the time of factua] verification, Audit informed as follows :—
““‘Appropriate norms for rejection have not been fixed.”
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Laboratories, Pfizers, etc. in the field to evaluate the test and up-
grade them wherever necessary. In fact, the high quality stand-
ards of the company are well recognised in the country and establ-
ished viallers of repute, prefer to buy products from the company
instead of taking from other sources including imports. The Food
& Drugs Administration, Maharashtra State has advised number of
small scale industries and hospitals manufacturing infusions to have
their products tested at HAL. The company has also taken various
measures to reduce the rejection rate as a result of which the rejec-
tions have come down. The senior scientists of the Q.C.L. have
previous experience in reputed drugs concerns such as Glaxo, CIBA
Research Institute, Central Drugs Research Institute and the com-.
pany has arranged for their training in Food and Drugs Administra-
tion, USA, Institute of Health, Canada, National Institute for Medi-
cal Research, UK and Merck & Co., USA.

[M/C&F 51012/2/75-DC dt. 30-9-76]
Recommmendation No. 37 (Paras 2.227 and 2.228)

The Committee view with concern that inspite of steep increase
in the value of excess consumption of material which contribute to
the increase in cost of production, no action seems to have been taken
to investigate into the reasons for such excesses. The Committee
fcll that the absence of information/records to indicate the correc-
tive action taken on various reports, it is neither possible to verify
whether action has actually been taken or to fix responsibility for
any lapse in this regard. In the opinion of the Committee this only
indicates casualness of approach and laxity on the part of the man-
agement. The Commitiec therefore, recommend that the under-
taking should not rest content with merely preparing a statement of
variances between standards and actual consumption but also indi-
cate and ensure corrective action. '

A Statement of variances along with action taken should be In-
cluded in the monthly/quarterly financial review and placed before
the Board of Directors who would no doubt examine in depth about
the adequ-cy of remedial and other measures taken.

Reply of Government

Variaticn botrcen stondards and actual consumption ot raw
materials in the case of Penicillin and Streptomycin is benig studied
every month and remecdial measures taken wherever the consump-
tion has exceeded the norm. This is included in the quarterly
Financial Review and will be put up to the Board of Directors for
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their review with a view to take appropriate corrective and remedial

action.
[M/C&F O.M. No. 51012/2/75-DC dt.30-8-76]

Further information called for by the Committee

Please indicate the appropriate corrective and remedial action.
[LSS 21-R/76 dt. 17-1-1977]

Further reply of Government

For studying variation between standards and actual consump-
tion of the raw materials, standards are yet to be approved by the
Board of Direotors of HAL. While considering this aspect, in the
‘Quarterly Financial Review for the quarter ending 20th September,
1976, the Board observed that standards fixed were quite some time
back and required revision on realistic basis considering the pattern
«f raw material consumption in the present context. The Board
also desired that this aspect required examination in depth keeping
in view the availability of improved strain and technology in Peni-
«illin and Streptomycin. Revised standards on this basis would be
approved by the Board in due course. After standards are fixed by
the Board, variation between standards and actual consumption of
raw materials in the case of Penicillin and Streptomycin will be
taken every month for remedial measures to be taken where wide
wariations are noticed. '

[M/C&F O.M. No. 51012/2/75-DC dt. 24-2-77]

Recommendation No. 38 (Paras 2.229 and 2.230)

‘It has been stated that the criterion followed for revision of any
'standard in any particular raw material was that the standard was
fixed or revised keeping in view the optimum consumption best suit-
ed to efficient production. Since improved strains have been intro-
duced in the case of Penicillin from 1971 and in the case of Strep-
tomycin during 1974-75, the undertaking should watch the perfor-
mance of the new strains and take action to revise the standards
.after the consumption of raw materials with reference to such

standards can be worked out.

The Committee recommend that any upward/downward revision
«of norms should be done only after a detailed objective analysis of
‘the consumption of materials for a period, consistent with efficiency
-and quality of the product and with the specific approval of an offi-
«cer not lower in rank than Managing Director and after consulta-
tion with Finance. Such revision of standards should also receive
the special attention of Board of Directors.

4794 L.S.—6
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Reply of Government*

"In the case of Streptomyecin, the standards have been revised and
the consumption figures are being compared every month with the
norms. In the case of Penicillin, the existing norms will be revised
soon after the stabilisation of the new strain and technology.

The Committee’s recommendations has been communicated to
MD, HAL for compliance.

[M/C&F O.M. No. 51012/2,75-DC dt. 30-9-76F

Recommendation No. 39, Paras 2.39 and 2.40

The Committee regret to note that no yard-stick have been pres-
cribed for exercising control over actual consumption of power
steam and compressed air nor is there any arrangement for recording
actual consumption at different plants and/or for different proces-
ses. The Committte are informed that the most important point of
consumption of services being at the fermentation stage, the Man-
agement roughly compared consumption of important services per
fermentation batch in the absence of necessary instruments. The
Committee can not comprehend now a rough comparison of con-
sumption of services only at the fermentation stage and could enable
the management to exercise control over the consumption of services
at the different stages/processes of production which is essential to
control costs and cutout wastages at each stage/process. The Com-
mittee are informed that meters are gradually being installed and
till then the control would be with reference to estimates. The
Committee feel that installation of meters or other measuring instru-
ments should have been done along with the equipment themselves
and recommend that the undertaking should lose no further time in
fixing the meters and exercising proper control over consumption of
services, which has a bearing on overall cost of production.

The Committee recommend that Government/BPE should issue
standing directions that measuring control instruments should in-
variably be provided along with the machines/equipment and should
in fact form an integral part of the machines.

Reply of Government

For exerwising proper control over the consumption of services
in the process buildings, the work of installation of flow meters has

®At the time of factual verification Audit informed as follow:—
“In respect of sirepto mycin the details of standard fixed and actual then against were
not made available to Audit for vetting
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been taken up and the following table gives the details of installa-
tion work done and remaining to be done:

Plant Air Steam Process Chilled Power
Water Water
(0 (2) (3) (4 (5) (6)
Streptomycin . Installed Installed Installed By April Since be- *
in May in 1966 in 1973 1977 ginning
1974 of the
plant
Penjcillin . . March By Sept. 1973 April 1977 1962
1975 1976
Final Products
including bulk Peni- By March For L. P. By Nov. By April, 1962
cillin and formula- 1977 steam 1976 1977
tion of Streptomy- Dec. 1974
cin and Penijcillin for H. P.
steam
Nov. 1976
Hemyein Bldg. . By March Sim_:e t_he By Nov., By April, Since the
1977 beginning 1976 1977 beginning of
of the the plant.
plant.
Vitamin ‘C* Bldg. . 1972 1992 1972 1972 1972

It is proposed to consult a few selected public sector undertak-
ings with a view to find out the practicability of enforcement of the
recommendation, prevailing under different situations in varying
types of Public Sector Undertakings.

[M/C&F 51012 (2)/75-DC dt. 30-9-76]
Further information called for by the Gommittee

What has been the result of such consultations? What action has
been/is proposed to be taken regarding the issue of standing in-
structions?

[LSS O.M. 21-PU/176 dt. 17-1-77]

Further reply of Government

The company has been asked to take necessary action in this re-
gard. They propose to take up the study of a few selected public
sector undertakings in due course. After the study has been com-
pleted the question of issuing necessary standing instruction will be
examined, ’

[M/C&F O.M. 51012(2)/75-DC dt. 24-2-77]
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Further information called for by the Committee

Has the Company‘ undertaken study of other Public Undertak-
ings in this regard? If so, have the necessary instructions been
issued. »

(LSS OM-21-PU/76 dt. 8-12-77)
Further Reply of Government

HAL has already implemented the suggestion. The Committee s
recommendation that Government/BPE should issue standing direc-
tions that measuring control instruments should invariably be pro-
vided along with the machine/equipment are under consideration.

(M/C&F O.M. No. 51012/2)/75-DC 9-1-78)
Comments of the Committee

Please see paragraphs 24 and 25 of Chapter 1.
Recommendation No. 40 (Paras 2.241 and 2.244)

The Committee also find that percentage of the consumption of
steam has been the maximuum—53.37 per cent in 1973-74 while con-
sumption of compressed air has been the maximum 99 per cent in
1970-71 of the installed capacity. The Committee would like that the
reasons for abnormal increases should be critically examined with
a view to taking suitable remedial action.

The Committee are also informed that although there had been
stand-by capacity for other services, which had to be progressively
utilised in the case of refrigeration the wunderutilisation of installed
capacity was due to frequent break-downs.

The Committee are informed that with the introduction of plan-
ned preventive maintenance introduced after 1971, the percentage
of break down has come down from 22 per cent in 1972-73 to 3 per
cent in 1974-75. The Committee feel that it is not so much the
absence of standby but lack of preventive maintenance which had
been responsible for such frequent break-downs. The Commitiee
have given their comments elsewhere in this report about non-
observance of preventive maintenance schedules.

Reply of Government

1. Recognising the imperative necessity to reduce incidence of
plant break-down, a system of planned preventive maintenance was
introduced for the whole plant during 1971. Nearly 25 senior super-
visory personnel of maintenance and production departments were
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‘trained in Preventive Maintenance, as a result of which implementa-
tion of the developed system became immediate. Status of imple-
mentation of these schedules is being monitored by weekiy review
and as a result, implementation of Schedules has improved progres-
sively during the last 4 years.

MECHANICAL

No. of Equipments

Schedule Attended Implementation?,
1972 . . . 52 41 79
1978 . . . 87 70 8o
1974 . 88 68 77
197 . . . 103 8s 83
ELECTRICAL

No. of Equipments

Schedule Attended Implementation?,
1972 . . . 38 28 74
1973 . . . 70 61 85
1974 . . 91 84 92
1975 . . 103 98 95
INST

No. of Equipments

Schedule Attended Implementation?,
1979 « . . 31 12 19
1979« . . 48 25 52
1974 . . . 48 33 69
1975 . . . 72 53 74

As a result of progressive improvement in the implementation
of preventive maintenance schedules incidence of Plant break-down
and its adverse impact on production has been brought down signi-
ficantly.
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It may also be mentioned that a Sub-Committee of the Board of
Directors of the company had already investigated the matter and

on the basis of this the company had removed the then Chief Engi-
neer from service during October, 1974.

2. The reasons for high consumption of steam during 1973-74 and
that of compressed air during 1970-71 were gone into and a number
of remedial measures have been implemented.

3. As a result thereof, the steam consumption during 1975-76 has
gone down to 2080 lacs kgs. from 2200 lac kgs. during 1973-74 Long-

term measures to improve generation of steam and economise on fuel
consumption is under way.

The consumption of compressed air during 1975-76 was 3127 lacs
of cubic metres compared to 3869 lacs of cubic metres during 1970-71.
a reduction of 20 per cent although production of various items dur-
ing 1975-76 was much higher us compared to those during 1970-71.

(N/C&F No. 51012/2/75-DC 30-9-76)
Further information called for by the Committee

What is the position with regard to consumption of compressed air
during 1976-77?

Let§er No. 21-PU/76 of 8-12-77 (1.SS)
Further Reply of Government*

The consumption of compressed air during 1976-77 was 2810 lac
cubic metre as against 3127 lac cubic metre during 1975-76.

(M/C4&F 51012/2/75-DC dt. 9-1-78)
Recommendation No. 41 (Paras 2.247 to 2.252)

The Committee regret to note that the undertaking has not main-
tained and record to indicate the idle labour hours and only a record
of idle machine hours is maintained and that too only in fermenta-
tion and filling section. The Committee see no reason why record of
machine utilisation should not be maintained in other section and
fail to understand how in the absence of such a record, allocation
of costs is done and idle hours controlled. The Committee re-
commend that the undertaking should take steps to maintain suit-

able records to indicate the utlisation of machinery in the different
sections and processes.

The Committee feel that in the interest of assessing the efficiency
and productivity of labour it is necessary that records of utilisation

*Further reply not sent to Audit for vetting.
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of labour and idle labour hours and the reasons therefor are main-
tained. o

The Committee recommend that information regarding idle,
machine hours and man hours should be reflected in the monthly/
quarterly reports to the Management and Board of Directors. The
Committee also suggest that the internal audit should critically
examine the records of idle machine/man hours and report to the
Management/Board of Directors to enable them to take conclusive
follow up action. The Committee need hardly stress that high per-
eentage of idle hours of men or machinery will only add to the cost
of production, with the result the prices would cease to become com-
petitive.

The Committee note that the bulk of the idle machine hours has
been due to contamination, turnover time and breakdown of machi-
nery. The Committee feel that there are areas which should be
controlled by efficient management and the idle hours could be
brought down. The Committee would like that the undertaking
should take concerted measures to control idle hours on account of
these factors in the best interest of production.

The Committee find that besides turnover time and shortage of
raw materials and contamination has also contributed to idle hour.
The Committee see no reason why the undertaking should not have
kept sufficient buffer stock of raw materials and obviate the neces-
sity of keeping machines idle for want of raw materials. The Com-
mittee would like that the undertaking should take suitable steps to
control idle hours due to contamination in the best interest of pro-
duction.

The Committee would also recommend that the reasons for the
very high percentage of idle machine hours during 1974-75 should
be inivestigated to sée whether any of the reasons are available.

Reply of Government*

A production planning and control/works inspection cell has been
created to monitor the clock utlization of machines and labour in
major production lines and to assure optimum utlisation of the same,

Data on utilisation of vital machinery in production and services

units and the incidence of down-time due to various reasons is being
maintained.

This being a continuous process industry, forced idleness of hour
will occur only when a section stops due to some reason. During

*At the time of factual verification, Audit informed as follows: —
“Not vetted for want of details regarding plant breakdowns
and idle hours.”
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such instance also, the production and maintenance staff are engaged
for clearing and thorough overhauling of the particular sections. At
times, these staff are engaged to carry out urgent work of other
sections and also records are available for the same,

Information regarding idle machine hours in some vital sections
are being given to the Board during the Board Meetings.

As indicated, in reply to Recommendation No. 40, the system of
planned preventive maintenance has been intensified to reduce idle-
hours on account of idle machines due to break-down.

High percentage of idle machinery hours during 1974-75 in Strep-
tommycin Plant (Fermentation) hag been investigated and the reasons:
are given below:—

1. Non-availability of dextrose during the first quarter of the
year 1974-75.

2. Introduction of improved strain and technology made it
possible to obtain higher output per batch and thus it was:
possible to obtain the desired production in Fermentatiorr
with lesser number of Fermentor batches. This resulted
in certain idle-hours for the fermentors. 2 Fermentors
were, however, utilised for preparing starch Hydrolysate:
and the utilisation of the vessels for this purpose.

A systematic planned preventive maintenance system has beem
put into regular practice as a result of which break-down of equip-
ments have been reduced almost completely and this has facilitat-
ed better utilisation of the machines. Vigorous efforts are being made-
to establish inventory control 1. maragerial control in consultatiom
with professional consultant to maintain/optimum inventories tos
ensure uninterrupted production i.e. utilization of machines and&
labour.

(M/C&F OM No. 51012/2/75-DC 30-9-76»

Recommendation No. 42 (Para 3.9)
VIALLING

The Committee note that as against the installed capacity of
48,000 vials per shift based on continuous working for 8 hours about
stoppage, the Ministry considered a capacity of only 36,000 vials per
shift as practicable. As against this, the management assumed the
working capacity to be 25,000 vials per shift. The Committee find
that number of shifts actually worked was less than the available
shifts, on account of absenteeism among workers, lack of trained
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operatars, shortage of rubber stoppers, breakdown of machines, etc:
The Committee regret to note that HAL has not analysed the loss of.
shifts on account of each one of these reasons. The Committee agree
with the Ministry that the undertaking should not have reduced:
the capacity because of the alleged loss of 2 hours in a shift but
should find out ways and means of ensuring that the machines are
actually worked for the full 8 hours so that vialling could go up:
The Committee would like HAL should improve the utilisation of
capacity and bring it to the level of 48,000 vials without further loss.
of time and money. The Committee would like to be informed.of
the concerted measures taken and the results achieved.

Reply of Government

During the year 1975-76 the vialling was 21508 vials per shift..
The same has increased to 26750 vials per shift during the perio&
April-June, 1976. Tae following measures have been taken to
improve the output of vials:—

1. Two aluminium cap sealing machines have been imported
and installed for replacing the obsolete sealing machines.
One machine has been installed since 21-1-1975 and the
other one installed as stand-by.

2. The rubber stopper machines (4 Nos.) have been fitted with:
new imported motors in 1975-76.

3. The hoppers of two filling machines have been modified
and fitted since April, 1976 to improve the performance
of the filling machines to accommodate different types of
powders for giving flexibility in operations.

4. One of the supervisors of the engineering section has design--
ed a rubber stopper pressing device for butyl rubber
stoppers to ensure proper fixing of rubber stoppers on to
the vials. The same is fixed on one filling machine and is
1egularly being used since February, 1976 with good
results.

5. Introduction of systematic Plant preventive maintenance
has reduced interruptions in vial filling.

6. Alternative sources of supply for glass vials and rubber
stoppers have been located.

7 Proper relative humidity (30 per cent) and temperature
(26.60 per cent) contol kept for vialling by»proper maintee
pance of air conditioning equipments and change of old

*At the time of factual verification, Auditl informed as fo}}ows
“It should be 26129 as indicated by Final Product Department.
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and sealed chilled water coil for improving velocity of air
as well as coaling of sterile air.

8. Butyl rubber stoppers for Sodium and fortified Sodium
Penicillin are being used regularly. This is to avoid
seepage of moisture through a stopper. Butyl rubber was
imported and made available to rubber stopper manufac-
turers.

9. Rubber stopper and vials dimensions changed to suit each
other, and these are being rigidly followed.

10. Pressure foot arrangement, for fixing up rubber stoppers on
vial mouth was modified.

11, Alternative sources for supply of labels and cartons were
located to ensure un-interrupted labelling and packing.

12. Running of filling lines is continued in the -tea-breaks by
giving staggering breaks.

13. Time-losses during any troubles at the time of filling are
reduced by proper co-ordination with different units of
maintenance and services.

14. Major vialling operations are carried out in the First and
Second shifts where additional supervising personnel are
provided. _

(Min. of C&F O.M. 51012/2/75-DC 30-9-76)
o
Further information called for by the Committee

When does HAL expect to achieve the 48,000 vials capacity?
(L.S.S. letter No. 21-PU/76 of 17-1-1977)

Further Reply of Government

It was clarified earlier that a capacity of 48,000 vials per shift
‘was not practicable. As against 21,508 vials per shift during the
year 1975-76, 26,268 vials per shift during the period Jan. 1976—
Dec. 1976 have been achieved.

(Min. of C&F O.M. 51012/2/75-DC 20-2-77)

Further information called for by the Committee
- What is the number of vials per shift during the year 1976-77,

. as against 21508 vials per shift during the year 1975-76?
L.S.S. letter No. 21-PU/76 of 8-12-77.

Further Reply of Government*.

The number of vials filled per shift during the year 1976-77 works
out to 27961 vials. During the period April 1877 to Sept. 1977 num-
ber of vials filled per shift works out to 26065 vials. However, dur-
ing December 1977, average vials filled per shift works out 28000

*Further reply not sent to Audit for Vetting.
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vials, due to selective product mix, and streamlining ot operational
procedure.
(M/C&F O.M. 51012/2/75-DC 3-1-Tb)

Subsequent reply of the Governmentt
Average vials filled per shift

1976-71 27961
1977-78 . 26957
1978-79

31730
HAL is improving the working methods and conditions and also
imparting in house training to the concerned workers to progressively
achieve the higher targets.
[Min. of PC&F O.M. No. L 151012/2/75 DC dt. 31 3- 1779.]
Comments of the Committee .

Please see paragraphs 26 and 27 of Chapter 1.

Recomméndation No. 43 (Paras 3.24 and 3.25)

The Committee regret to note that the actual production fell
short of not only capacity based on 36000 vials per shift but even
the reduced vialling capacity of 25000 assumed by the Management,
the lowest production being 20,781 in 1974-75. The Committee re-
commend that the vialling capacity of each machine and: the question
of optimum number of working shifts should be gone into in depth
with a view to identifying the constraints which affect the working
of the plant at 48,000 vials and suitable measures taken to attain the
full capacity under a time bound programme and the Committee in-
formed. The Committee are also informed that the Undertaking
has also now taken some measures to see that the humidity is main-
tained at proper level to control rejections. This being a manage-
ment function, committee fail to understand as to why this could not
have been taken care of at the appropriate time and rejections
controlled. The Committee recommend that the measures now 'aken

should be kept under continuous watch so that humidity is main-
tained at the proper level. '

Reply of Government
The vialling capacity of each machine and the questmn of opti-
mum number of working shifts has been examined in depth and

efforts were made to run the machines during all the avaiflable shifts
(2430) as can be seen from below: —

Year Actual Shifts working

1974-75 2084.0

1975-76 2418.0
April-June, 1976 606.5

This will give a rats of 2426 shifts per year. As regards the efforts

made to increase tk .. output of vials per machine, the details are
given under reply {o recommendation No. 42.

tFurnished at the time of factual verification.
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The humidity in the filling rooms is continuously recorded and a
constant watch is kept in the humidity to assure that the same is
kept within limits and accordingly the air conditioning section are
taking immediate corrective steps. Further the chilled water cooling
coil was changed on 11-4-76 and the performance has improved.

[M/C&F O.M. No. 51012/2/75-DC dt. 30-9-76]
Recommendation No. 44 (Para No. 3.26)

In regard to rubber stoppers, though the problem is reported to
have been solved by shifting to synthetic rubber, the Committee see
no reason why this could not have taken care by proper planning.
The Committee find that the need for strengthening the inventory
control procedure, building up adequate reserves and keeping close
liaison with suppliers was emphasised by the Board as early as
1970. The Committee expect that the Management would keep their
instructions in view and observe them so as to avoid recurrence of
shortages of rubber stoppers and other vial accessories.

Reply of Government

Based on the guidelines of the (Parliamentary) Committee on
Public Undertakings (40th Report 3rd Lok Sabha) on Material
management in Public Undertakings, an integrated Materials Mana-
gement Department was set up in 1972 and a separate inventory
control cell was created. Subsequently pursuant to the decision of
the Board of Directors in 1973 that the Company should streamline
and introduce an effective material management system with the
assistance of professional agencies specializing in inventory control,
the National Institute for Training in Industrial Engineering, Bom-
bay was engaged as the consuitant to the company and a task force
was constituted to work under the guidance of the consultant. The
task force evolved systems on sound material codification, stores re-
location and identification and segregation of surplus inventory. As
a result of this, the inventory control system is being streamlined
and strengthened.

Most of the suppliers of rubber stoppers are drawn from one of
the ancillary units located in the Company’s estate, and close liaison
has been maintained with the supplier as a result of which, inter-
rupted supplies have been ensured.

Although the above measures enabled the Company to carry or
uninterrupted production, adequate inventories can only be main-
tained when the ways and means position of the company improves
further.

[M/C&F O.M. No. 51012/2/75-DC gt 30-9-76]
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Further information called for by the Committee

When did the task force give its Report and how soon will the
inventory control system be streamlined and strengthened?

[L.S.S. O.M. No. 21-PU/76 dt. ¢-12-77]
Further Reply of Government

The task force had submitted reports on certain aspects of inven-
‘tory Control System viz. liquidation of surplus inventory, inspection
of inward items, valuation of Departmental return items, perpetua)
stock checking control of discrepencies, stores relocation and pro-
gress made on the development of integrated Materials, Management
System, during 1974. The codification of items has been almost
completed. Concerted efforts at various levels are being made to
tackle the situation and it is expected that in future there will be no
interruption of production for want of raw materials.

[M/C&F O.M. No. 51012/2/75-DC dt. 20-5-77]
Recommendation No. 45 (Paras 3.27 and 3.29)

The Committee note that one of the reasons for the shortfall in
vialling operations has been reported to be shortage of vials. The
‘Committee find that HAL has been getting the vials of BP 58 speci-
fication produced by only one private sector firm situated as an ancil-
fary unit on the land belonging to HAL. The Committee feel that
agreement should have contained suitable provision for meeting the
demand of the main undertaking in full and also the price to be paid
for supplies should have been indicated in some detail keeping in
view the cost of production and international price etc. The Commit-
tee are of the opinion that the private firm which was nurtured
as an ancillary unit with all the attendant facilities, should bave given
priority of supplies to the main undertaking HAL according to the
terms of the agreement and even if there has been any dispute about
rates those could have been resolved by arbitration etc. at a later
stage. The Committee fail to understand as to why no legal action
was taken against the private firm by the undertaking to enforce the
terms of the contract. The Committee are constrained to observe
that HAL allowed a situation to develop in which the private sector
company was able to hold it to ransom by interrupting supplie: of
glass vials and forcing it to agree to price increase just to avoid stop-
page of production. The Committee are led to conclude that the
agreement with the company either did not adequately safeguard
the public interest or the provisions thereof were not effectively and
promptly invoked. The committee would like that the agreement
and the role of HAL in drawing and implementing it should be
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;horoughly investigated with a view to fixing responsibility for the
apses. The .(,ommxttee would like to be informed of the precise
action taken in pursuance of this recommendation,

'1"he Commi'ttee recommend that Government BPE should on the
basis of experience of the working of the agreement define the role
and obligation of the ancillary industries vis-g-vis the main industry.
They- shO}xld draw up a model agreement for such ancillary industries
making 11.: obligatory for them to meet the requirements of Public
Undertaking/should be most competitive with reference to the price
charged by other units/international price/cost of production.

Reply of Government

.According to the terms and conditions of the established ancillary
l.lnlt on the company’s estate, the company invites open tenders for
items required by it. This practice is followed by the company in
order to assess the competitiveness of the offer made by the ancillary
industry. In case the offer of the ancillary unit happens to be the
lowest and they have adequate capacity, the entire order is placed
on the said ancillary unit. If the offer of the ancillary unit is not
the lowest, then the ancillary unit is required to supply at least

50 per cent of the requirements at the lowest reasonable prices
obtained in such open tender invitation.

According to the latest agreement entered into with M|s. J. G.
Glass Industries Limited in 1966, the firm is to supply vials to the
company at the lowest reasonable rate received by the company as
a resylt of tender invitation. If the quotation given by the firm in
such tenders is the lowest, the firm shall supply the entire require-
ments of the company at the lowest quotation or in any quantity
decided by the company. If on the other hand, the quotations given
by the firm are higher, or if the firm had not given any such quota-
tion, the firm shall supply to the company at least 50 per cent of the
Tequirements of the company at the lowest reasonable price obtained
in such tender invitation.. Over the years, when tenders are invited
for supply of glass vials, invariably only M|s. J. G. Glass Industries
Limited, have been quoting for the same. Negotiations were held
with the firffi after receipt of tender from time to time, as a result
of which, the price was reduesed to a reasonable level mutually ac-
cepted, based on which the supplies were effected. However, dur-
ing the pendency of the contract, the firm came up with a request
for the price revision in 1973 and again in 74 on the plea that their
cost of production has escalated steeply on account of abnormal in-
crease in tWe prices of furnace oil, other materials and wages. En-
quiries made by the company revealed that there was actualiy
increase in the cost of their inpu‘s particularly furnace oil and they
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have also increased the prices of glass vials for other formulators.
However, discussions were held with the firm with a view to avoid
increase in the price and at the same time, ensyre uninterrupted
supplies. Efforts were also made to procure supplies of glass vials
from alternative sources, but in vain. After examination of their
cost data, a reasonable price increase was granted with a view to
ensure continuous production. It was also ensured that the price
paid by HAL to the firm was lower by about 3 per cent than what the
firm charged to other formulators.

In the light of the above, the question of taking legal action against
the firm did not arise. As already indicated, it was not considered
in the best interest of the company to take legal acticn since there
was no alternative source of supply from which risk purchases could
have been made. Any attempted legal action may have resulted
in complete closure of the formulations unit of HAL resulting in
heavy losses to the company and non-availability of life saving drugs
to the Government Hospitals and institutions all over the country.

This could have also forced the company to supply bulk drugs to
other formulators who would have profited at the cost of HAL. It
was not considered desirable that a risk of this nature may be taken.
From the above, it is obvious that the Company, all long, has acted
in the public interest.

The question of drawing up a model agreement is being pursued
with DCSSI, who are concerned with Small Scale ancillary Units.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76]

Further information called for by the Committee

What precise action has been taken for drawing up a Model Agree-
ment for ancillary industries?

[L.S.S. letter No. 21-PU/76 dt 14-3-77]
Further reply of Government

A copy of the draft agreement drawn up by DCSSI for adoption
by all Public Enterprises on a uniform basis for entering into con-
tracts with their ancillary units is attached. [Not reproduced]

[Min. of C&F O.M. No. 51012/2/75-DC dt. 9-5-777
Further information called for by the Committee

Has the draft agreement since been finalised in consultation with
the Bureau of Public Enterprises?

[L.S.S. letter No. 21-PU/76 dt. 2-12-77]
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Further Reply of Government

Draft copy of Model Agreement has been obtained from the
Bureau of Public Enterprises. However, Agreements already entered
into between the Ancillary Industries and HAL are long term and
hence existing agreements would continue till its expiry period.

In future, new as well as renewals of agreements will be executed
on the lines of model agreement.

(Min. of C&F O.M. No. 51012/2/75-DC 9-1-78)
Recommendation No. 46 (Para 3.30)

The Committee recommend that, since the public sector drug
companies HAL and IDPL are reported to be facing considerable
difficulties in obtaining the requisite quality and quantity of vials,
Government should consider the feasibility of setting up captive vial
making capacity with the public sector units after carefully examin-
ing the technical and financial implications thereof.

Reply of Government

It may be mentioned that both IDPL and HAL have a number ot
drug projects which they propose to take up during Fifth Plan and
the question of having a plant only for making vials will require
consideration taking into account the technical and managerial
aspects. Normally, the manufacturers who produce glass vials are
also manufacturing other glass articles like bottles etc. to make their
operations more economically viable. Hence it is rather doubtful it
the Government should insist on the Public Sector drug manufactur-
ing units to enter the glass field also, where the technology is entire-
ly of a different nature. ’

(Min. of C&F O.M. No. 51012/2/75-DC 30-9-76.)
Recommendation No. 47 (Para 3.43)

The Committee regret to observe that in spite of the heavy per-
centage of rejections no norms were fixed prior to 1973 and there was
no system of controlling the rejection. The Committee strongly
recommend that all the long term and short term measures recom-
mended by the technical Committee, of the Corporation should be
implemented scrupulously without avoidable delay so as to ensure
that the rejections are minimised and in any case kept within the
norms. The Committee would also like that a report about the
rejections compared to the norms together with the remedial mea-
sures taken should be included as a standing item in the agenda for

3

*Further reply not sent to Audit for vetting.
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ihe Board meeting so that the Board of Directors may have an oppor-
tunity of reviewing them.

Reply of Government
The following short-term measures have been implemented: —

(i) Relative humidity below 30 per cent and temperature
below 26.6 ° are strictly maintained filling during opera-
tions;

(ii) House-keeping in the sterile area as well as in the adjoin.
ing non-sterile area has been improved by Stricter Super-
vision;

{iii) Spraying of disinfectants in the area is being done regu-

larly in all the shifts to ensure absolutely sterile condi-
tions;

(iv) Formol fumigation of sterile air-ducts leading to the filling
cabinet is being done regularly to prevent contamination;

(v) Cleaning of ultra-violet tubes and intensive checkings of
the same is being done-regularly to prevent microbial
growth;

{vi) Absolute air filters are checked regularly and changed
whenever necessary to ensure perfect sterile conditions in
the filling area;

(vii) The dimensions of rubber stoppers, glass vials and alumi-
nium seals have been changed to suit each other and these
are being rigidly followed. This is to ensure that the
sterile powders inside the vial are firmly protected against
outside contamination.

(viii) Imported synthetic butyl rubber is substituted in place
of natural rubber for manufacturing rubber stoppers as
the former avoids seenage of moisture through the stop-
pers. Ingress of moisture not only decomposes the anti-
biotic powder, but can lead to contamination of the pro-
duct.

As regards long-term measures, procurement action is on hand for
obtaining specialised equipments for low humidity systems and they
are in the advanced stage of finalisation.  Low humidity system
offer certain specific advantages like prevention of moisture absorp-
tion by hygroscopic products such as Sod. Penicillin G, reduces the
chances of contamination by microbes, maintenance of free-flow
characteristics. Efforts have been made by the company to procure

4794 LS—7
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the low humidity system indigenously. Company’s- techinical repre-
sentatives visited and inspected the facilities in one of the indigenous:
firms who quoted for such an equipment. They also visited different.
pharmaceutical units where low humidity systems have been instal-
led. The company came to the conclusion that the required units
will not be available indigenously and invited global offers from
foreign firms who quoted and these offers are under evaluation.
Simultaneously, efforts were made to get clearance from the indi-
genous angle and obtain import licence. It is expected that the
order will be placed soon and this equipment will take about one
year for delivery. The systems will be utilised for the manufacture
of bulk Penicillin as well as for formulations based on Penicillin and
Streptomycin. Arrangements are being made to modify sterile air
cooling zone on the tunnels of two machines in place of the existing
system. Investigations are being carried out to find out suitable
Laminar Flow system for vial filling operations. Discussions were held
with the suppliers of glass vials and rubber stopper manufacturers
and rigid specification have been laid down and these are followed
closely. In addition to weekly preventive maintenance, systematic
and improved maintenance has been introduced. Action has been
taken for replacement of obsolete equipments like old type filling
machines. Certain equipments such as two cap-sealing machines,
and Norva Rubber Stopper washing machines have already been
received and installed. Motors of the rubber stopper units have been
replaced by new ones. Hoppers of the Accofil machines have been
modified. Other equipments are expected to be received in due
course.

GAS STERILISATION: In the pharmaceutical industry, sterili--
sation with Ethylene Oxide is in vogue in order to reduce contamina-
tion and bring down rejections. The company has made arrange-
ments to introduce this process for its bulk Penicillin product. The
required equipments and accessories have been ordered some of
‘which have been received. Based on the present estimates, the sys-
tem would be ready for operation by the end of November 1976.

As a result of taking the above measures, the average reject-
ion rate at 4.6 per cent in 1974-75 came down to 3.98 per cent in 1975-
76. The rejection rate further came down to 3.3 per cent in April,
1976 and 14 per cent in May, 1976. A statement at Appendix 1II
shows the percentage rejection for vialled formulations product-wise,
from which it may be seen that the rejection rate generally has come

down.
(Min. of C&F Q.M. No. 51012/2/75-DC 30-9-76.),
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Further information called for by the Committee

Has the system of sterilisation with the ethylene oxide been intro-
duced in November, 19767

What is the latest position in regard to rejections?

(L.S.S. O.M. No. 21-PU/76 dated 14-3-77)
Further reply of Government

The work of Ethylene Oxide Sterilisation System could not be
completed due to certain materials could not be procured in time
on account of acute shortage of funds. The work is now in progress
and it is expected within next three months, this could be completed.
The work is in progress and is expected to be completed shortly.

However, the incidence of rejections from on formulations as
well as bulks is very much under control now as could be seen from
the comparative figures for the last 3 years furnished below:

percent of rejection

Sr. Product ~—
No. 1974-75 1975-76 1976-77
April to
Jan. 77
1. Procaine Pen. . . . 111 2°54 1-83
2. Sod. Pen. . 1°98 1°91 2°48
3. Benzathine Pen. , Nil 0° 085 0° 027
4. Pot. Pen. Nil Nil Nil
5. Fort. Proc. . . 0° 025 Nil Nil
6. Streptopen. 1/2 gr. 0°05 Nil Nil
7. Pen., V. . 6- 77 3°02 1°78
8. Streptopen. 1 gr. . . Nil Nil Nil
9. Benzathine Pen. Aq. Inj. ., Nil Nil Nil

10. Proc. Aq. Inj.

11. Sodium Pen.*

(Min. of C&F O.M. No. 51012/2/75-DC dt. the 9-5-77.)
Farther information called for by the Committee

What is the latest position in regard to the rejection?

Is the report about the rejections with reference to norms been
included as a standing item in the agenda for the Board Meeting so

*At the time of factual verification, Audit informed as follows: —
“Item” not included in reply vetted by Audit.
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that the Board of Directors may have an opportunity of reviewing
them?

(L.S.S. letter No. 21-PU/76 of 8-12-1977.)
Further Reply of Government*

The position showing the rejection during the period April 77 to
August 77 is shown below:

% of rejection

Sr. No. Product
April to
1976-77 August
1977
1. Procaine Pen. . . . 3° 00 1-64
2. *Sod. Pen. . . . . . 2' 40 8:55 *Sterile
8. Benzathine Pen.. . 2°79 19° 33
4. Pot. Pen. . . . . . Nil Nil
5. Fort. Proc, . . . . Nil Nil
6. Streptopen 1/2 gr. . . . Nil Nil
7. Pen. V., . . . 177 385
8. Streptopen. 1 gr. ,‘ . Nil Nil
9. Benzathine Pen. Aq. Inj , Nil Nil
10. Proc. Aq. Inj. . . . Nil Nil
11. *$Sod. Pen. . . . . Nil Nil  **Non Sterile,

(Reasons and remedial measures taken to control high rejections
during April-August 1977 are indicated below).

A report about the rejection of vialled antibiotics is included as
a standing item in the Agenda for the Board Meeting to have &n
opportunity to the Directors for reviewing the same.

From the position of rejection of vialled antibiotics for the period
April 1977 to August 1977, it could be seen that rejection was high,
mainly due to following reasons.

1. Changes in testing procedure for sterility as it came into effect
from 1st April 1977.

9. Environmental conditions such as relative humidity, air and
temperature in the filling rooms.

‘F;t;ther reply not sent to Audit for vetting.
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3. Procedural lapses including inadequacy in the type of equip-
ment used, rubber stopper sterilisation and subsequent handling.

4. Marginal sterility in the bulk.

Following remedial reasures are taken:—

(1) Sterile areas both for sub-division as well as bulk formula-
tions, with the following requirements:

(a) Sterile bulk manufacturing areas:—
(i) Where bulks are not exposed—
Temp. 24° to 26° C RH 9, 450 55

(ii) Where bulk are exposed—such as milling, canister
filling, weighing for formulations—

Temp. 24°%to 26° C RH 9, 2510 30
(b) Sterile sub-dividing area—

(i) In the rooms—

Temp. 24° to 26°C RH 9, 25t0 30

(ii) In the Filling Cabinets—

Temp. 24° to 26°C RH %, 2520

(2) Carboxide gas sterilisation of Penicillin before sub-divisfon
as well as for formulated bulks.

(3) Laminar flow for Filling Cabinets and Laminar flow over the
sealing machines (downward).

(4) Inverted vial washing to be introduced. This is also recom-
mended by FDA authorities earlier.

(5) Penicillin milling and centrifugation area in crystallisation
to be properly enclosed for giving 16 air changes per hour.

(6) Tunnel cooling zone air distribution modified similar to
original design of the manufacturer.

(7) Rubber Stoppering Unit to be brought nearer to Filling
Machine or if a turn table in between is contemplated, then put U.V.
tubes directly above vials.

(8) Wrapping rubber stopper trays with brown paper, to avoid
exposure during sterilisation.

(9) To put more number of U.V. tubes in the area where sterilised

rubber stoppers are stores before use. Partial action in this regard
has already been taken.
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(10) To supply dry sterile air to cooling zone,

(11) Storage of bulks required for filling under cool conditions.
At present these are stored in washing area, which is very hot.

(12) Selection of personnel handling sterile production.

As a result of the remedial measures taken overall rate of rejec-
tion during Sept. and—Oct. 1977 has sharply declined from 18 per
cent to 11.9 per cent and 18 per cent to less than 10 per cent res-
pectively.

[M/C&F 51012/2/75—DC 9-1-78]

Recommendation No. 49 (Para 3.45)

The Committee are informed that a large number of vials
making plants have been licensed in the last two vears and if 60 to
70 per cent of that licensed capacity comes to fruition, the shortage
of vials will no longer be there. The committee recommend that
Government should ensure that the plants which have been licens-
ed are really set up and commissioned on schedule and that scarcity
conditions in the matter of availability of vials are not allowed to
develop.

Reply of Government
The recommendation is noted for suitable action.

The Department of Industrial Development are concerned with
the above recommendation and it has been sent to them.

[M/C&F OM 51012/2/75—DC dt. 30-9-76]
Further information called for by the Committee

How many vial making plants have gone into production? If
they have not, what action has been taken by Government on such

licences.
[LSS OM 21—PU/76—DC of 8-12-77]
Further reply of Government*

There are at present following two units exclusively licensed
for the manufacture of vials.

1. M/s. J. Glass Industries Ltd., Poona with a licensed capa-
city of 200 min. nos. of vials p.a.

9. M/s. Packart Pvt. Ltd.,, Baroda with a licensed capacity of
105 min. nos. of vials p.a.

—

*Further reply not sent to Audit for vetting.
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In addition there are five other units licensed/registered and
engaged in the manufacture of vials within their licensed/approved
«capacity for the manufacture of glass bottles, vials etc. A state-
ment indicating licensed/installed capacity, production etc. is
-attached (See Appendix IV). It may be added that at present
there is no industrial licence for the manufacture of vials as unim-
‘plemented.

M/s. Hindustan Antibiotics Ltd. and Indian Drugs & Phar-
maceuticals Ltd. in their letters dated 18-4-1977 and 28-4-1977 res-
pectively addressed to the Ministry of Chemicals and Fertilizers,
have confirmed that there is no shortage of vials. Actually, capa-
city utilisation for the manufacture of vials is only 70 per cent on
account of lack of demand.

J.G. Glass Industries Ltd., Poona have requested for approval to
the diversification of. their production as they are not able to utilise
their full capacity for the manufacture of vials for want of demand.
M/s. Mahalakshmi Glass Works Ltd., Bombay have also informed
that they are not getting orders against their quotations, while
their prices are comparable to the prices of imported vials.

[M/C&F 51012/2/75—DC dt. 9-1-78]
Recommenﬂatlon No. 50. (Para 3.51)

The Committee are concerned to note that the spillage and over-
ages have always been in excess of standard and cumulative loss on
this account during the last 8 years was of the order of Rs. 50.33
lakhs. The Commiftee stress that the reasons for such spillages
and overages should have been critically analysed and timely action
taken to arrest such excess spillages and overages. The Committce
recommend that the standards which were fixed in the initial stages
should be reviewed by the R&D Wing of the company in the
context of the present stage of equipments and processes and stric-
ter standards evolved for the purpose of assessment of the effi-
ciency of the vialling operations.

Reply of Government

The Company has fixed an average of 5 per cent i.e. 5 per cent
extra by weight of the antibiotic powder than what is declared on the
label as dosage, to ensure that no vial would contain less powder than
what is declared on the label. These norms are rigidly followed. Do-
sages of powders filled are often as low as abaut 330 mgs. per vial and
there is a limitation of the machines filling such small dosages with
a narrow tolerance. The accuracy with which the machine can fill
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the powder also depends upon the flow characteristic, bulk density
of the material, relative humidity etc. The actual overage obtained
also depends on the quantum of the dose, i.e. the bigger the does
the closer to the limit fixed. However, constant efforts are made
to restrict it to 5 per cent as already indicated. As a result of this,
the actual overages are close to 5 per cent as can be seen below:—

197475 1975-76

Pen. Stpt. Pen. Stpt.

(i) Percentage of actual overage
to standard consumption . 486 548 4'93 58

The Drugs (Prices Control) Order, 1970 allows an process loss
10 per_ cent in the case of injectable preparations and 5 per cent for
tablets and capsules.

Spillages : Spillage is due to the following reasons: —

(i) Some powder falls from the filling machines outside the
vial mouth, due to inexact functioning of any one of the
machines, involved in the operations of, such as filling
machines, sealing machines, glass vial conveyer belt,
rubber stoppering machine etc.

(ii) A{ the beginning of each vialling operation, the machine
has to be adjusted for vial filling, number of vials to be fill-
ed and the contents weighed to fix the accurate dosage.
Sometimes at the end of the filling operation, some powder
actually remains in the hopper of the filling machine which
is collected and accounted as ‘“‘Spillage”.

(iii) In case of any defect in the vial filling, stoppering and sealing
operations, such vials are inspected and opened out and
the powder from them is collected and is also classified
as ‘‘spillage’’.

(iv) In case of any unforeseen power failure resulting in dislo-
cating the sterile conditions humidity, temperature, etc.
all the powder in the hopper, filling, machine is taken
out and is classified under ‘‘spillage”.

Measures taken to control spillage
Systematic preventive maintenance of each and every machine in

vial filling is carried out to ensure that all the machines function
accurately. Precautionary measures are taken to ensure that there
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is no failure of any parameters within the premises rendering the
exposed powder non-sterile and classified as spillage. Strict care is
exercised by the operative and supervisory staff to ensure correct
operations and functioning equipments.

The Company has fixed 5 per cent allowance for what is termed
as spillage. As a result of the concerted measures taken, the actual

spillage has come down as can be seen from the statement given
below:—

1974-75 1975-76
Pen. Stpt. Pen. Stpt.
(i) Percentage of actual spillage
to standard consumption . 7' 92 7° 40 6:67 563

— -

All the antibiotic powders collected due to spillage and other
reasons indicated above are re-processed into finished bulk form for
use in a formulation.

All the precise figures for similar norms adopted by other vialling
units are not available. It is understood that their norms are simi-
lar to those adopted by the company.

As recommended by the Committee the R & D unit of the com-~
pany will be called upon to review the standards fixed by the com-
pany in the context of the present stage of equipments and proces-
ses and stricter standards evolved for the purpose of assessment of
the efficiency of the vialling operations.

(M/C&F O.M. No. 51012/2/75-DC dt. 30-9-76)
Further information called for by the Committee
Has any such review been conducted? If so, whether any other

stricter standards were evolved. Please also furnish details there-
of.

(L.S.S. O.M. 21-PU/76 dated 14th March, 1977)

Further reply of Government

This is under the active consideration of the Company and it is
expected that suitable norms would be evolved with Board’s ap-
proval in the near future.

(Ministry of Chemicals and Fertilizers O.M. No. 51012/2/75-DC
dated the 9-5-77).
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Further information called for by the Committee

Has the proposed review of the standards fixed by the Company
“been made?

What is the position in 1976-77?
(L.S.S. Letter No. 21-PU/76 dt. 8-12-1977)
Further Reply of Government*

(a) Overages: The maximum percentage allowable by the Statu-
tory Regulations have been strictly kept in view in our Formulations
Department for both the injectable and non-injectable preparations.
The norms for overages constitute the product guarantee to the con-
sumer for having a minimum of the effective drug in the given dose
form. These are fixed keeping in view the normal variations that
are encountered while using equipment and machinery currently in
use at HAL and with other formulators. With the introduction of
better technology that is being envisaged in the Formulations Plant
expansion at HAL, it would be possible to control the overages and
reduce the level further, while at the same time assuring dose-level
uniformity to the consumer. The R&D and the Production units
have had discussions with équipment manufacturers and suppliers
on this very question, and hope to achieve improvements in this in
their plants.

Actual overage for Penicillin and Streptomycin products for the
year 1976-77 and April 1977 to October 1977 are furnished below:

1976-77 1977-78
(April to Oct.)
Pen. STPT Pen. STPT
Percentage of actual overage 7+ 01 6-99 8:29 6:83

to standard consumption.

It would be observed from above that actual percentage of over-
age as compared to standard consumption has shown increased trend
both in Penicillin and Streptomycin. This is due to the fact that
existing machines in the Formulation Plant have become old and
many cases of underages were noticed. Therefore, the machines have
been adjusted to higher overage percentage within the pharmacopoei-
al standards prescribed for potency for Penicillin and Streptomycin
products. HAL has also taken procurement action for modernising
existing Formulation Plant.

—

*Further reply not sent to Audit for vetting.
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(b) Spillages: The wastage due to spillages can be attributed to,
(1) handling losses, and €2) old and warn-out equipment used in the
vialling, tabletting and capsuling operations. The vialling machines
at HAL are the earlier proto-types and are being replaced with more
efficient and faster machines under both the renewals and replace-
ment scheme, as well as in the setting up of the new Formulations II
Plants at Pimpri. The present norm for spillage which has been
fixed at 5 per cent overall, could not be maintained primarily due
to the factor mentioned above. We are confident that with the in-
stallation of the newer equipment, it would be possible to drastically
bring down the wastage due to spillage. The Production Depart-
ment has taken several measures to cut down handling losses and
constant vigilance will be maintained on this to reduce it still fur.
ther. The percentage loss due to spillage during 1976-77 and for the
period April 1977—October, 1977 are furnished below:

1976-77 . 1977-78
(April 77—Oct. 77)
Pen. STPT Pen. STPT
Percentage of actual spillage 5°56 5.19 571 548

to standard consumption.

Min. of C&F O.M. No. 51012/2/76-PC dt. 9-1-78)
Subsequent reply of the Government£

Nverages ) Spillage
Penicillin Streptomycin Penicillin Streptomycin
1976-77 7.0t 6.99 5.56 5.19
1977-78 8.08 7.14 5.38 5.44

[Ministry of Petroleum & Chemical’'s & Fertilisers O.M. No. 51012|2]
75|-DC dt. 31-3-79].

Furnished at the time of factual verification.

Comments of the Committee
Please see paragraphs 28 to 32 of Chapter I.
Recommendation No. 51 (Para 3.52)

The Committee are informed that by adopting more controls and
changes in processes the losses on account of spillages and overages
have been brought down from an average of Rs. 8 lakhs during 1966-
67 to 1971-72 to Rs. 3 lakhs on an average during 1971-72 to 1974-75.
The Committee feel that the improvements made during the last
three years should not create a sense of complacency in the Manage-
ment and the Management should continue to keep the percentage
of spillage and overage under review so that suitable remedial steps
may be taken in time to keep them within the norms fixed for the

purpose.
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Reply of Government
The above recommendation has been noted for a necessary action:
by the undertaking.
Min. of C & F O.M. No. 51012|2|75-DC 30-9-76.)
Recommendation No. 52 (Paras 3.65 and 3.67)

The Committee were informed that the operable installed capa-
cities of tabletting and capsulation machines these were fixed on the-
basis of actual trials and were lower than mechanical capacity of
machines on account of lack of ancillary equipments. The Commit-
tee see no reason as to why such ancillary facilities could not have
been provided along with machines so as to utilise the full capacity
and why only 58 per cent of the capacity was put to effective use.
The Committee are informed that these facilities have since been
provided in tabletting section and new machines have been added
and the installed capacity, has been increased to 1800 lakh tablets and
machines have been added and the installed capacity is now rated as
1248 lakhs and 137 lakhs per annum respectively. The Committee
do not see the rationale behind fixing the operable capacity at a
reduced figure even after addition of new machines and facilities and
stress that concentrated measures should be taken to ensure full uti-
lisation of the installed capacity for tabletting and capsulation.

Reply of Government

As against the installed capacity of 1800 lakh tablets per year, the
operable capacity was earlier rated as 1248 lakh tablets per year.
The company has been further measures to increase the operable
capacity to installed capacity and these are as follows:—

TaBLETS: In case of Penicillin 125 mg. tablets, the company
has realigned the drying facility and improved the operation of vac-
uum oven as a result of which the capacity of 240 lakhs tablets per
annum has been raised to 720 lakhs tablets per annum: In case of
Vitamin C 100 mg. tablets, certain formulation details are changed
and granulation and drying facilities are relocated in November, 1975.
As a result of this, operable capacity of this product is now 1080 lakhs
tablets per annum. Thus the total tableting capacity at present is
1080 lakh tablets per annum.

CarsuLES: The limitation in capsulation capacity was in getting
proper quality capsules from indigenous suppliers. A constant dialo-
gue was maintained between the manufacturers of the capsules and
company'’s technical staff as a result of which a source of supply of
capsules has been developed which can work on the automatic
machines. Secondly, as a result of certain modifications in the for-
mulations, the capacity has now come to 144 lakh capsules per annum.
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As regards the actual utilisation of capacity in the case of Vitamin
C, the biggest constraint ig availability of the bulk material from the
company’s own Vitamin C plant in which production is yet to be
stabilised. While efforts are being made to augment production in
this plant, arrangements have been made to obtain Vitamin C bulk
from canalisation sources, and higher capacity of tabletting is
expected to be utilised during the year 1976-77. As regards utilisa-
tion of capsulation capacity, here again, the biggest constraint is the
availability of bulk Tetracycline Hydrochloride from the canalisation
sources because of paucity of funds to purchase the released bulk
Tetracycline Hydrochloride, since the company has to pay in advance
for such purchases on the other hand, the process of capsulation,
distribution to Government hospitals/institutions and realisation
take about 4 months. This situation will improve as the company’s
working results bécome viable. Hence, during the course of the year,
the company expects to utilise bigger capacity for both tabletting
and capsulation. There has been definite improvement in the utilisa-
tion of tablets in the year 1975-76 as compared to 1974-75; while the
utilisation of capacity of capsules remain more or less the same due
to the constraints already indicated. The actual production figures
of tabletting and capsules are given below:—

(All figures in lakh Nos.)

Percentage
Year Product Actual  utilisation of
production capacity

(1) (2) (3) (4)
1974-75 . . Tablets 14962 8+31
Capsules 75°73 52°50
1975-76 . . . Tablets 416°61 2316
Capsules 7148 49°62

Air conditioning facilities have been installed.
(Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76)
Further intormati&m called for by the Committee

What are the actual production figures of tabletting and capsules
and percentage utilization of capacity during 1976-77?

(L.S.S. letter No. 21-PU/176 dt. £-12-1977.)
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Further Reply of Government

Actual production figures of Tableting and Capsules and percen-
tage of utilization of capacity during 1976-77 is given below:

Percentage
Year Product Actual utilisation
_Production of
(in lakhs Nos.  capacity
1976-97 . . Tablets 353°66 19°65%
1976-77 . . . . Capsules 258-24 67-19%

[Min. of C&F O.M. No. 51012/2/75-DC dt. 9-1-78.]

Comments of the Committee

Please see paragraphs 33 to 37 of Chapter 1.
Recommendation No. 53 (Para 3.68)

The Committee regret to note that even after the installed capa-
city of tableting has been increased, the percentage of utilisation of
operable capacity has been of the order of 9.6 per cent in 1972-73, 15.7
per cent in 1973-74 and 12 per cent in 1974-75. In case of capsules,
the percentage of utilisation varied from 42 per cent to 55 per cent
although earlier it varied from 47 per cent in 1968-69 to 71 per cent
in 1970-71. The Committee are informed that production programme
is sale oriented and market for tablets and capsules is being develop-.
ed gradually and is at present much below installed capacity. The
full capacity of tabletting could be achieved after air-conditioning
facilities could be commissioned in November, 1975. The Committee
see no reasons why these facilities could not have been provided
along with the installation of ancillary equipments and additional
punching machines and capacity utilisation augments and why the
undertaking could not have developed the market for tablets and
capsules. The Committee would like that the undertaking Govern-
ment should critically examine the constraints, if any, in the market-
ing of tablets and capsules and the reasons for the under-utilisation
of capacities when there is larger margin of profit 1n sale of tablets.
and capsules which would be of direct service to the common man.

Reply of Government

The Company have been considering proposals to Increase the
market force and the Board has approved in 1976 to increase t.he
strength of the marketing organisation in a phased manner. With

*Further reply not sent to Audit for vetting.
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the increase in sales force and with better productivity of the com-
pany, it is expected that HAL would be able to enter the market with:
a better impact.

The Board of Directors have been examining the constraints and
would go deeper into them as regards the marketing of tablets and
capsules and the further reasons for the under utilisation of their

capacities.
[Min. of C & F O.M. 51012/2/75-DC dt. 30-9-76.]

Further information called for by the Committee
What precise action has been taken on this recommendation?
[L.S.S. C & F O.M. 21-PU/76 dt. 14-3-1977.]
Further Reply of Government

The Board approved 30 posts to be filled in, a phased manner in
their meeting held in November, 1976, the details of which are as

under: —

Posts Sanctioned Filled
Sales Representatives . 20* 10
Depot Supervisor 4
Asstt. Store Keeper . ‘ 1 I
Agricultural Assistant . 1 1
Junior Stenographer . - 1 7
LDC—Typists 3

(*These should be responsible for sales and sale collections).

Considering higher output and with a net sales target of Rs. 14
crores for the year 197€477 and Rs. 16 crores for the year 1977-78, it
was felt that it would be necessary for the company to enter
the trade to achieve these targets. With this view in mind, the Board
approved the above referred posts as a part of HAL’s marketing
organisation.

Percentage of sale of capsules and tabletg during the year 1976-77
were 6.701 per cent and 6.69 per cent respectively to net turnover of
Rs. 1380.45 lakhs subject to adjustment and percentage sale of cap-
sules and tablets, it is estimated, would be 8.83 percent and 9.95 per
cent regpectively {o net turnover of Rs. 1644.40 lakhs during the year
1977-78. )
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In the !ast quarter of 1976-77, with improved availability of bulk
for tat?leung and capsuling, the utilisation of capacity was very
much improved as per figures shown below:—

Tablets Capsules
Capacity ::ottlil:l Capacity ?)ict:l:l
lacs per month  laes lacs per r;xonth lacs
January 1977 150 2884 32 82°45
February 1977 . 150 32°55 32 42°38
March 1977 150 40°79 32 77°89

It is expected that in the current year i.e., 1977-78, the utilisation
of capacity would be better.

[Min. of C & F O.M. No. 51012/2/75-DC dt. 20-5-77.]
Comments of the Committee
Please See paragraphs 33 to 37 of Chapter 1.
Recommendation No. 54 (Para 3.69 to 3.71)

The Committee regret to note that in spite of the fact that vialling,
tableting and capsuling capacities had been underutilised, the quan-
tities issued for vialling and tableting have been less than the quanti-
ties produced. The Committee regret to note that while on the one
hand the undertaking was not utilising its vialling and capsulation/
tableting capacity in full, on the other hand it had been cancelling
orders in various years due to inability of the Company to meet the
demand for formulations. The Committee regret to observe that
in spite of formulations being a profitable proposition, the undertak-
ing did not make any attempt to increase the capacity for formula-
tions. The Committee are doubtful whether this underutilisation of
capacity was deliberate and they would like that this matter should
be critically gone into. In this connection, the Hathi Committee on
Drugs and Pharmaceutical Industry have recommended in April, 1976
that at least 60 per cent of bulk drugs produced by the Public sector
industry should be formulated by itself and in the disposal of the
remaining 40 per cent first preference should be given to meet the
needs of the Indian Sector particularly the small scale/units.

The Committee are informed that the Government have accepted
these recommendations of Hathi Committee. At the present mo-
ment the Company has the capacity to formulate 45 per cent but it
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is operating this capacity either for Penicillin or for Streptomycin,
depending on which more advantageous to formulate. They would
like HAL to investigate the constraints on the optimum utilisation
of the existing formulation capacity, take conclusive measures to
remove these constraints and ensure that not less than 60 per cent of
production is utilised for formulations.

Reply of Government

Prior to the establishment of Hindustan Antibiotics Limited, in
1954, bulk Penicillin and Streptomycin were being imported and
utilised by vialle;s for formulations. After HAL started basic manu-
facture of Penicillin and Streptomycin sulphate, the import of these
antibiotics was progressively reduced and HAL supplied these
antibiotics in bulk to different viallers in accordance with the alloca-
tions made by the Government. While allocation of Penicillin was
discontinued in 1966, the subsequent distribution of Penicillin to
formulators continued. The allocation of Streptomycin Sulphate by
‘Government still continues. Even prior to undertaking the manu-
facture of bulk Penicillin and Streptomycin, HAL commenced for-
mulations of these antibiotics. HAL progressively increased these
capacities as can be seen from Appendix V. The quantities of diffe-
Tent bulk antibiotics used for captive consumption by HAL and that
made available to different viallers during the four-year period
1972-73 to 1975-76 is given at Appendix VI. It can be seen from this
annexure that by and large, cent per cent of the bulk drugs produc-
ed in the case of Benzathine Penicillin, Ampicillin and Vitamin C
have been utilised for captive consumption and the percentage of
bulk drugs used for captive consumption in the case of Penicillin and
Streptomycin is around 40 per cent and the balance of around 60 per
cent sold to viallers. This percentage has been attained hy pro-
gressively increasing the formulation capacity of HAL in conson-
ance with the increase in the capacity of bulk drug products. For
example, the vialling capacity which stood at 150 lakhs vials per
annum in 1955 was progressively increased to 600 lakh vials per
annum, i.e. 400 per cent increase by 1964. Similarly increase took
place in the capacities in the case of tablets and capsules. Constant
efforts are being made by the Company to increase the quantum of
formulations as can be seen from the fact that in the year 1975-76 the
output of filled vials has gone up by 20 per cent over that in the pre-
vious year. The output of vials during April—June, 1975. Simi-
larly, the output of capsules and tablets has gone up 117 per cent in
1975-76 as compared to the previous year. The company has appro-
:ached the Government for further expansion in the formulations
capacitv and the revised feasibility report entailing an investment of

4794 LS—8.
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Rs. 4.46 crores is under consideration of the Government. With the
establishment of these additlonal capacities in formulations. HAL
expects to formulate about 60 per cent of the bulk drugs manufac-
tured by it taking into account the enhanced bulk production capaci-
ties contemplated under the Fifth Five-Year Plan. This is also in
line with the recommendations of the Hathi Committee that the pub-
lic sector should fornnulate atleast 60 per cent of its bulk products.

[Min of C & F O.M. No. 51012/2/75-DC d:. 30-9-76.]
Further information called for by the Committee

What has been the captive consumption of different products in
1976777

[L.8.S. letter No. 21-PU/76 dt 8-12-1977.]
Further Reply of Government*

Quantities of captive consumption for different products in the
year 1976-77 is indicated as below:—

1976-77
Sr. Product Unit Qty. used Percent- Qty.sold Percent-
No. or cap- age to form- -age
tive con- ulators
sumption
1. Penicillin G . mmu 2438 43°57 2157 5643
2. Penicillin V Pot. - 617 43°39 8'05 5661
3. Benzathinc Pen.G. - 4°20 100 Nil Nil
4. Streptomycin Bulk . kg. 39;65 43°%0 52068 56.79
5. Vitamin C Bulk kg. 1532 100
6. Ampicillin . . . kg 839 100

[M/C&F-DC 51012/2/75-1%. 9-1-78]
Additional reply of Government

Government have approved the expansion of Formulation capaei-
ty of HAL as follows:— ,
(i) Formulation plant II involving outlay of Rs. 309.03 lakhs.

(ii) Joint Venture formulation units in association with State
Governments/State Government Corporations in

(a) Karnataka.

*Further reply not sent to Audit for vetting.
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(b) Maharashtra near Nagpur—each involving outlay ef
Rs. 283.86 lakhs.

Wth the establishment of these formulation units, HAL will be
1tilising 60 per cent of their production of bulk drugs.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 1-12-1978 ]

Comments of the Committee
Pleaiie see paragraphs 38 to 45 of Chapter I.
Recommendation No. 55 (para 3.84 to 3.91)

The Committee note that major portion of the total production
of different products of Hindustan Antibiotics Limited (HAL) is sold
in bulk form to private viallers, although sale in vialled formulations
was more profitable than sale in bulk. They are unable to appreciate
why the company has not been fully utilising its vialling capacity
and why it cancelled orders for formulations and why the Govern-
ment thought that they “had also an obligation to supply the bulk
drug to private viallers” even though the bulk sales has been sub-
stantial factor contributing toward losses which the Company has
been sustaining currently.

The Committee are constrained to conclude that by showing
excessive concern for the requirements of private viallers and by
keeping HAL’s formu’ation capacity under-utilised all through this
period, the administrative Ministry as well as HAL have not acted
as the ;juardian and promoter of the interests of the public sector
but has rather helped the private firms, particu'arly the foreign
firms tc earn huge profits at the expense of the public sector and
national interest. They recommend that Government should
thoroughly investigate into the reasons for the under-utilisation of
formulation capacity, indifference to the need tn augmen! the for-
mulation capacity and develop markets for HAL’s products, the so-
called ‘obligation” to supply bulk drugs to private viallers and
cancellation of orders for formulations in spite of having un-utilised
capacily, with a view to fixing responsibility and inform the Com-
mittee of the precise action taken in the matter.

The Committee recommend that the company should identity sach
of the formulations which are a losing proposition and critically go
into all the factors which have been affecting the profitability on
formulations so as to take suitab'e remedial action without further
delay. Since the cost of formulation also depends on t.he cost of
bulk drugs, the Committee recommend that the undertaking should
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take concerted measures to bring down the cost of bulk production
'fhe cost of vialling and elimination of all wastages and heavy re-'
Jections by stricter management controls. Théy would like this
matter to be included as a regular item of the agenda at the meetings
of the Board of Directors so that it receives contemporaneous aiten-
tion and effective measures are taken to bring down the cost of pro-
duction of bulk and formulations.

The Committee note that the cost of production of bulk in most
cases exceeds the selling price which is fixed for them with the
result that the private viallers find it an attractive proposition to
purchase bulk from HAL and to make formulations therefrom and
this gives them a better margin of profits.

In this connection, the Hathi Committee have recommended that
if the multinationals are to continue in the field of drug production,
they should continue under certain disciplines and should be re-
quired to go into bulk production and to give at least 50 per cent of
their bulk production to associated formulators. These recommen-
dations are stated to be under the consideration of the.Government.
The Committee would like the Government to take an early decision
in the matter so as to ensure that the public sector does not have
to continue to supply bulk products to formu'ators, more particularly
foreign drug companies at a loss to itself and the Committee inform-
ed of the decision taken in the matter within three months of the

presentation of the Report.
Reply of Government

The manufacture of bulk drugs is both capital intensive and
technology oriented. Before the public sector projects were set up,
the country was mostly dependent on import of bulk drugs and for-
mulating them in India. The Public Sector projects were set up
with the main object to produce some of the essentia! bulk drugs
so as to achieve a measure of self-reliance and to reduce undue
dependence on imports. After HAL started basic production of
penicillin and streptomycin, the import of these antibiotics was
progressively reduced and HAL supplied these bulk antibiotics to
different viallers (formulators) in accordance with the allocations
made by Government. While allocation of penicillin by the Govern-
ment was discontinued in 1966, the subsequent distribution to for-
niulators by HAL continued. 1n 1970, along with the system of
canalisation to chemicals including drugs through STC, the system
of distribution of bulk drugs which are on the production programme
of IDPL 'also commenced through IDPL. Streptomycin was one of
the drugs imported by STC and distributed throygh IDPL. It may
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be mentioned that after g drug is canalised for imports, it becomes
essential for the Government to ensure supply fo non-associated
formulators who are licensed for its manufacture and imports are
arranged only for such quantity as it necessary to mee: the demand.
This explains the responsibility of Government or the Public Sector
Unit to supply bulk drugs which are not formulated by them to
viallers (formulators). The Government through its mechanism
of licensing has over a period of time created formuiation capacity
for various items. The formulators of such items having installed
capacities for those items involving financial investment are entitled
to secure the bulk drug in accordance with Import Trade Control
Policy in force from time to time. Whenever the production of
bulk (Irug is commenced either by Public Sector or Private Sector,
in the country, the responsibiiitv of supply of such bulk drug to
formulatess shifts frem imports to indigenous producers. This has
happened in the case of HAL also. Since this is the policy of Gov-
ernment, we feel that the question of either not adhering to
“obligation” or fixing the responsibility does not arise.

HAL could not utilise its vialling capacity mainly because of
their :nability to meet the orders for formulations due to the diffi-
culties encountered in the production of formulation which are indi-
cated below:

(a) Obsolesence of equipment;
(b) Limited availability of Rubber Stoppers; and
(¢) Problems connected with humidity in vialling operatjons.

There was no desire on the part of the Company to make available
their bulk drug to other formulators.

The question of under-utilisation of capacity of HAL was looked.
According to the manufacturers, the vial-filling mechines had a capa-
city of 48000 vials per shift of 8 hours actual working. This ques-
tion was looked into earlier by Government and it was felt that the
capacity of filling machine could be 36000 vials per shift on the basis
that the machine works for 6 hours continuous'y without any inter-
ruption. Again the capacity utilisation is strictly governed by the
availability of glass vials, rubber stoppers and aluminium seals
strictly within the rigid tolerances prescribed, the condit!'?ns of re-
lative humidity, temperature and sterility remaining witl.nn c.ertam
rigid parameters throughout the year despite wide variations in f,he
climate and the bulk antibiotics of certain flow characteristics being
available. Unlike in the case of non-parenteral drugs, it has to be
ensured that in the case of each and every injectible vial, all the
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above conditions are available within the rigid limits stipulated.
However, in actual practice this was not feasible within the rigid
limitations stipulated and hence there was shortfall in the actual
output and resultant under uti'isation of capacity. On the basis of
the experience gained by the company over a number of years it has
been found that average capacity of 25000 vials per shift including

multidose vials in attainable and on this basis the actual capacity
utilised is given in Appendix VII.

A committee of Directors is being asked to lonk into utilisation
of vialling capactiy/formulation capacity and to submit a report: to
the Government as soon as a new Board is constituted for 1976-77.
As regards indifference to the need to augment formulation capacity
the expansion of the company in various areas has been undertaken
in accordance with plan provisions, which in turn are based upon
market needs and capability of the company to produce and se'l its
products. However, the Committee of Directors will be asked to go
into this aspect also and to state whether there has been any failure
an the part of the Company in this regard. ’

The Company had also taken various measures to meet the output
of vials and these are indicated in Appendix VIII.

As recommended by the Committee, the Company had also identi-
fied such of the formulations which are losing propositions. In this
process penicillin G sodium 5 lakhs, procaine fortified with sodium
4 lakhs units, streptomycin one gr., strepto-penicillin 1 gin. and
strepto-penicillin 1/2 gram were found to be not profitable and were
dropped from its production range. The company is making all
efforts to bring down the cost of production of bulk drugs as well as
formulations by stricter manhagement control. The company has
already introduced since April 1976, improved strains and technology
obtained from m/s. Toyo Jozo of Japan. Through these strains and
technology productivity up to 26000 u/ml. of penicillin has been
obtained in the main plant in trial batches as against the average of
7000 u/ml. obtained by the company over the past 3 years for peni-
cillin. With the increase in productivity of penicillin, the cost of
production will go down substantially. In the case of streptomycin
through the introduction of improved technology, the company has
achieved full capacity utilisation of 7.5 tonnes per month or 9¢ tonnes
p.a. and this will bring down the cost of production appreciably.

The company has been asked to keep the Board of Directors
informed from time to time, the measures taken towards increase in
production, reduction in the cost of production, profitability, etc.



11

The Hathi Committee’s recommendation that multi-national firms
should make available 30 per cent of their bulk drug vioduction to
non-associated formulators is already being implemented by Gov-
ernment. As a rule manufacture of formulations is not permitted
to the foreign Companies unless the concerned bulk drug is also
manufactured by them. In the case of Public Sector, the Hathi
Committee has recommended that 60 per cent of the bulk drug
production should be formulated by themselves. On the basis of
this recommendation Government propose to establish formulation
plants through IDPL and HAL as well as Joint Sector Units in
various states to implement this recommendation. It is expected
+that by the measures taken by HAL for the fuller utilisation and
increasing formulation capacity for the manufacture of vials, capsules,
tablets etc. it should be possible for the company to formulate 60
‘per cent of their bu'k drug production in the very near future.

[Min. of C & F O.M. No. 51012/2/75eDC dt. 15-9-1976.]
Further information called for by the Committee

1. (a) When was the Committee of Directors appointed?
(b) What are the terms of reference of the Committee?
(c) When is it expected to give the Report?

(d) If the Report has already been submitted, what are the
main recommendations of the Committee and what action
has been taken thereon?

2. It has been stated that the Company is making all efforts to
bring down the cost of production of bulk drugs as well as formula-
tions by stricter management control. Please state the specific steps
taken in this regard.

3. Please state the steps taken for improving production/produc-
tivity—also state the results achieved so far as a result of these steps.

4, When were matters regarding measures taken towards increase

in production, reduction in the cost of production, profitability, etc.
placed before the Board of Directors of HAL and what were the

reactions of the Board.
[L.S.S. O.M. No. 21-PU/76 dt. 22-9-1976.]

Further Reply of Government'

The Board of Directors consisting only of officials has been so far
.constituted for the year 1976-77 and the point raised by the Commit-
‘tee is being sent to the Managing Director for placing it before the
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next meeting of the Board of Directors for constituting a sub-com-
mittee, to enquire and report to Government through the Board of
Directors on the following terms of reference:

(i) Reasons for under-utilisation of formulation capacity, viz.,
vials, tablets and capsules in the HAL Plant;

(ii) Fixation of installed capacities that could be attained in
regard to the formulations for various categories;

(iii) Whether there was any deliberate under-utilisation of
capacity by the company and if so, who is responsible for
such under utilisation.

(iv) Any other matters pertaining to the above.

The Board of Directors will be requested to submit the report
within three months.

2 and 3. The specific steps taken to bring down the cost of pro-
duction of bulk drugs as well as formulations and also for improv-
ing the production/pioductivity are as follows:—

(a) The induction of high-yielding strains and technology
obtained from M/s Glaxo. of U.K. has ensured full utilisa-
tion of the capacity and the output of streptomycin sul-
phate. The production during January-August 1976 was
56 tonnes representing 100 per cent utilisation of the
capacity.

(b) As a result of introduction of high-yielding strain and
technology obtained from M/s. Toyo Jozo of Japan, it has
been possible- by the company to obtain with minor modi-
fications over vigorous efforts are being made to complete
the project for attaining about 300 per cent increase in the
productivity in the plant.

With this, the company will possess some of the best technology
in the field of penicillin and streptomycin available in the world. As
penicillin and streptomycin in the form of bulk and formulation
constitute over 95 per cent of the sales turnover of the company,
the induction of new technology coupled with other measures to
ensure full utilisation of installed capacities of these antibiotics, wiil
improve the working results of the company during the year 1976-i7.
It is expected that the company will break-even during this year.
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(c) Towards improved capacity utilisation of the company
has implemented an action oriented production plan and
adopted the systems approach in plant preventive mainte-
nance, The latter has brought about a significant reduc-
tion in plant breakdown. Steps have also heen taken to
remove the bottlenecks and constraints in production.
This also has resulted in better utilisation of capacity in
the manufacture of bulk penicillin and streptomycin.

(d) HAL has also taken concerted action to increase the out-
put of vials and other non-parenteral formulations where
by the output of injectable vials filled during 1975-76 went
up to 522 lakhs which was 20 per cent higher than that
obtained during the previous year. The improved per-
formance in vialling has been pursued on a much more
vigorous scale during the current year which enabled the
company to fill 292 lakhs of vials during April-August 1976
representing 116 per cent utilisation of vialling capacity.

To improve its profitability, the company commissioned a new
formulation unit 10 enhance the output of tablet and capsules
which are more profitable then bulk sales and implemented a time-
bound programme for effective utilisation of formulation capacity.
During 1975676 a cumulative output of 488 lakhs of tablets and cap-
sules was obtained which represents 108 per cent higher production
than what was achieved during the previous year. The total output
of tablets and capsules during the period April-August 1976 was 164
lakhs which is 39 per cent more than the production attained during
the corresponding period of the previous year. In view of the higher
output of vials and other formulation, HAL utilised higher quantum
of the bulks for its own captive requirements and made available
higher volume of formulations to its institutional customers.

(e) Apart from the area of preventive maintenance the com-
pany is adopting systems approach in inventory manage-
ment and manpower deployment. Manpower assessment
has been done for the whole organisation which has shown
surplus strength. Accordingly, further recruitment in
categories where there is surplus strength has been
frozen. The average sale per employee has also registered
a rise to Rs. 0.37 lakhs during 1975-76 from Rs. 0.26 lakhs

during preceding year.

(f) A new orientation has been given by the R & D Win.g
and distinct project groups have been formed on the basis
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of time bound projects. A close liaison is being maintained
between production and R&D to resolve outstanding pro-
duction problems.

(g) The company has taken several measures to tone up disci-
pline and improve security. More than 70 persons have
been 1e1noved {rowi services on charges of indiscipline,
chronic absenteenism, ete:. Central Civil Service Rules
have been made applicable to the officers of the comany..
Financial and Administrative powers have also sub-
delegated to the officers for smooth conduct of business.
These measures have shown impressive results particularly
after emergency. In pursuance of the Prime Minister’s
20 Point Economic Programme shop floor committees have
been constituted to facilitate worker participation in
management and bring improvement in production and
productivity with the active involvement of shop floor
workers, This has motivated the employees to offer some
valuable suggestions and these have been implemented.

The Company has also launched an extensive drive to effect eco-
nomy in major materials like Furnace oil, solvents, etc., and obtained
encouraging result.

4. Review of (a) Production and sales performance of the
company, -

(b) Implementation of the preventive maintenance schedules,

(¢) Inventory control position, and

(d) Overall working results and profitability forms regular
item during each meeting of the Board of Directors of
HAL. Thus, any improvement in production and prodric-
tivity or in the cost of production is brought to the notice
of the Board regularly. The Board of Directors review
these aspects and lay down further measures in certain
cases towards further improvements. The Board has ex-
pressed their satisfaction on the recent improvements
eflected as a result of improvement in strain and techno-
logy, adopting system approach and enforcement of dis-

cipline

{Min. of C&F O.M. No. 51012/2/75-DC dt. 11-10-7C.]
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Further information called for by the Committee

Has the Sub-Committee of the Board of Directors enquiring into
reasons for under-utilization of formulation capacity completed its
investigation? If so, what are its findings?

[L.S.S. letter No. 21-PU/76 dt. 8-12-1977.]
Further Reply of Government’

A Sub-Committee of the Board of Directors will be constituted
in the next meeting of the Board to enquire and to report to Govern-
ment through the Board of Directors in respect of the terms of
reference indicated in Government’s letter No. O.M. No. L—51012
(2) /75-DC dt. 11-10-1976.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 9-1-78.}

Additional Reply of Government

The Suh-Committee of the Board of Directors to enquire into the
reasons for under utilisation of formulation capacity has submitted
its report, a copy of which is attached. (See Appendix IX) The
company is making all efforts for improved utilisation of formulation
capacity.

[Min, of C&F O.M. No. L-51012/2/75-DC dt. 1-12-78.]

Comments of the Committee
Please see paragraphs 46 to 49 of Chapter 1.

Recommendation No. 57 (Para 5.7)

The Committee regret to note the share of HAL in the trade on
the basis of licensed capacity and actual production instead of going
up with the passage of time has decreased from 52.45 per cent in 1967
to 25.3 per cent in 1974, in the case of Penicillin, while in the case of
Streptomycin from 51.27 per cent in 1967 to 30 per cent in 1974. The
Committee are surprised to note that private sector units have been
allowed to have installed capacity more than their licensed capacities.
The Committee would recommend HAL should take concerted mea-
sures to improve its performance so as to have a significant if not a
dominant role in the market.

Reply of Government

It may be observed here that bulk Penicillin or Streptomycin are
not offered to the trade but only to the viallers and other formulators
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for formulation purposes. The position in respect of bulk penicillin
and Streptomycin is indicated below:—

2. Penicillin: The capacity utilisation of Penicillin plant of
HAL between 1963-64 to 1975-76 ranged 71 per cent to
106.33 per cent despite constraints on account of non-
availability of raw materials, power shortage and fluctua-
tions and paucity of working capital. The company has
entered into a collaboration with M/s. Tayo Jozo com-
pany of Japan for the supply of highyielding strain and
technology for Penicillin. This new technology is in the
process of establishment, in the plant, and is expected to
enable the company to produce Penicillin beyond the ap-
proved capacity by adding certain balancing equipments
and to bring down the cost of production considerably.
The company has also submitted proposals to the Govern-
ment for expansion of Penicillin production from the
existing 84 mmu to 160 mmu and these are under the active
consideration of the Government. With the completion
of the expansion project, the share of bulk drug produc-
tion will go up considerably.

3. Streptomycin: The capacity utilisation of Streptomycin
plant by the company during the period 1963-64 to 1975-76
ranged between 76 per cent to 104 per cent despite non-
availability of certain raw materials, power shortage and
fluctuations and paucity of working capital. The company
has acquired a high-yielding strain from M/s. Glaxo
Limited, UK. and established the technology in the plant,
as a result of which the production of streptomycin during
the period of January-August, 1976 was 56 tonnes, which
is a much higher utilisation of the capacity at a lower cost.
The company has submitted proposals to the Government
for expansion of capacity from 85 tonnes to 160 tonnes
which are under the active consideration of Government.
After the completion of this expansion, the company share
of production will go up considerably.

Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]

Further information called for by the Committee
When were the proposals for expansion of Penicillin and Strepto-
myecin plants submitted to Government? What is the latest position

in this regard?
[L.S.S. O.M. No. 21-PU/76 of 14-3-71.]
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Further Reply of Government:-

This refers to Penicillin expansion and Streptomycin expansion
projects submitted as a part of Fifth Five Year Plan projects. These
projects were submitted as a profile in 1973. These were revised
from time to time as desired by Government and a fresh feasibility
report was submitted in September—October, 1975. These projects
were considered along with the proposals of IDPL for expansion in
similar items and were approved by the PIB in their meeting held
on 17th December 1976. Government’s sanction to these projects has
also been issued vide Ministry of Chemicals and Fertilizers on 26th
February, 1977 after taking the approval of the Cabinet.

[Min. of C&F O.M. No. 51012/2/7%-DC dt. 9-5-77.]
Recommendation No. 58 (Para 5.18)

The Committee also note that even the total sales has only in-
creased marginally from Rs. 712.97 lakhs in 1967-63 to 748.90 iakhs
in 1974-75. But the sa’e expenses have nearly doubled from Rs. 19
lakhs in 1967-68 to Rs. 33 lakhs in 1974-75. The Committee cannot
appreciate the phenomencn of rising sales expenses vis-o-vis dec-
lining sales and why strict watch was not kept on this aspect. They
would like HAL Government to analyse the various factors compris-
ing the sales expenses and the reasons for the increase under any or
all the items so that suitable action may be taken to effect economics
in sales expenses.

Reply of Government

A detailed analysis of the various factors comprising HAL'’s ex-
penses has been carried out, and is given below: —

1967-68 1974-75 1975-76

(Rs. in lakhs)

Wages (including C.P.F. ete.) 3:08 11°66 1182
Rent . . 073 1°0l 1°38
Freight . “ 5°11 417 6°88
Packing . . . . . . . 476 5°53 660

Others—Travelling expenses, postage, telegrams,

advertisement, samples etc. 6-40 10°83 12°08

Total Expenses . . 19:08 33°20 3876

No. of employees . . . . . 67 8g 87
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It can be seen from above that major increase was due to escala-
tion in the wages on account of increase in the Cost of Living Index
and increase in wages and allowance on account of revigion of the
wages and allowances to the employees in general in 1078. For
example, increase in sales expenses in 1975-76 as compared to 1967-63
was 19.68 lakhs, out of which the increase due to wages close amount
to about Rs. 8 lakhs. Making allowance for the addition of 20 per-
cent to the sales organisation, the increase in wages and allowances
for the same number of persons during the above period works out
to Rs. 6.54 lakhs. There was some increase in the rental or account
of adding one more Depot at Bangalore as well as upward revision
in the rate of rent. Some increases were also due to increase in
frieght rates, packing charges, etc., during the period.

However, as a result of increase in the volume of sales, the per-
centage of selling expenses to total turnover in 1975-76 has come
down to 3.74 per cent as against 4.46 per cent in 1974-75.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]
Further information called for by the Committee

What is the percentage cf selling expenses to total turnover in
1976-777
[L.S.S. O.M. No. 21-PU/76 of 8-12-77}
Further Reply of Government*

Percentage of selling expenses (Rs. 47.21 lakhs) to tota! gross
turnover (Rs. 1523.22 lakhs) in the year 1976-77 works out to 3.09.

[Min. of C&F O.M. No. 51012/2/75-DC dz. 9-1-76.]
Recommendation No. 60 (Para 5.25 to 5.27)

The Committee would like that the system of giving discounts
should be placed on a sound and rational basis to avoid any com-
plaints in this regard and would like that Government Departments/
Hospitals etc. should place their orders directly on the Public Under-
takings on regular basis and the price of the drugs should be settled
well in advance by DGS&D on behalf of the customers.

The Committee are informed that the company is now not offer-
ing higher discount against tenders and even when higher discounts
were offered in certain cases, parties who used to place direct orders
were in a more advantageous position as they were entitled to a
uniform discount on all products. The Committee would like that
the new arrangements are kept under continuous and constant review
and modified if necessary in the best interest of Undertaking and
Government institutions.




119
Reply of Government

Most of the formulations manufactured by the Company are sold
directly to various Government Institutions/Hospitals all over the
country. As far as purchases by Central Government Institutions
are concerned, these are normally governed by the DGS&D contract,
which is operated either on rate contract basis or on quantity con-
tract basis. As regards sale of formulations to the State Govera-
ment Institutions/Hospitals, there is no uniform pattern, and each
State has got its own systein of procurement, and the company ten-
ders for the same. However, the company has been endeavouring
to supply formulations at uniform prices all over the country on the
basis of an understanding with other public sector undertakings,
viz., Indian Drugs and Pharmaceuticals Limited, in this regard. The
company has also been making efforts to prevail upon the various
State Governments to place their orders directly on HAL without
calling for tenders, quotations, etc. and some states like Tamil Nadu,
Madhya Pradesh and Andhra Pradesh have already started placing
orders without calling for tenders, quotations etc.

The company sells, in many cases, its formulations to various
Government Institutions and Hospitals against open tenders. The
company has to ofter varying rates of discounts from time to time
and from product to product to be able to secure the orders on a
competitive basis. Some ‘State Government Institutions/Hospitals
also place orders for various formulations on the company directly.
It is ensured by the company that prices offered to such Government
Institutions/Hospitals are comparable to those offered by the com-
pany to other State Government Institutions/Hospitals purchasing
against open tenders. In fact, the prices offered by the company to
other Government Institutions/Hospita's who place orders directly
on the company, or to those who purchase their requirement through
open tenders, are uniform.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]

Recommendation No. 62 (Paras 5.54 and 5.55)

The Committee note that the Company entered the export market
from 1965-66 under a commitment made to Government in 1962 in
consideration of release of fee foreign exchange amounting to Rs. 34
lakhs for streptomycin expansion project. Though it was obliged
to export products worth Rs. 34 lakhs the Committes regret to
observe that the Undetaking had not been able to fulfil the commit-
ment and till 1974-75 it had exported products worth only Rs. 11.14
lakhs and that too resulted in a loss of Rs. 3.66 lakhs. The Commit-
tee need hardly stress that profit or loss should be reckoned on the
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total price and not separately on fixed or variable cost. The Com-
mittee also do not appreciate tne justification sought to he given rviz.
that domestic market was also not favourable and the company was
to lose either in exports or in domestic sa'es. If so, the committee
fail to understand as to why the offer of the Ministry to get a waiver
of the legal obligation to export was not availed of. The Committee
are surprised to note that while, on the one hand, Penicillin G and
Streptomycin are being imported in bulk for being converted into
vials to meet the internal demand, on the other hand, HAL has been
exporting its vialled products at a loss.

The Committee recommend that Government should review its
orders of 162 and consider revising them suitably so as not to put
the undertaking into losses in the fulfilment of its export obligations.
The Committee also stress that so long as the country is dependent
on imports for the essential drugs, the company would do well to
concentrate all its marketing efforts on sales in the domestic market
and after establishing a name in domestic market for formulations
consider exlending its sales activities in foreogn markets.

Reply of Government

As recommended by the Committee, Government will review the
conditions imposed on the company in 1962, keeping the request of
the company when received. Government will also need to consider
the possiblility of exports by this company, after the production of
the bulk antibiotics has been established following the induction of
the improved strains and technology recently acquired by them. It
is accepted that in general, exports should be only after meeting
the internal requirements of the medicines.

[Min. of C&F O.M. No. 51012/2/75-DC 30-9-76.]
Further information called for by the Committee

Has this review been conducted?
[LS.S. O.M. No. 21-PU/76 dt. 14-3-77.]

Further Reply of Government*

Government has written to HAL that HAL may not export its
product at a loss, HAL has since approached Government for waiver
of the Export Committee of Rs. 18.72 lakhs remaining unfulfill-
ed amount of the total commitment imposed on it in 1963. This 18
under consideration of Government,

[Min. of C&F 51012/2/75-DC 9-5-77.]
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Further information called for by the Committee

Has the request of HAL to waive the export commitment been
considered by the Government? If so, what is the present position?

[L.S.S. letter No. 21-PU/76 dt. 8-12-77 ]
Further Reply of Government*

The request of HAL to waive the balance of export commitment
was considered by Government and the Government sanctioned
waiver export commitment under its letter No. L-35011(1)/77-DC
dated 27-9-1977, from Ministry of Chemicals and Fertilizers, New
Delhi a copy of which is reproduced below. (See Appendix X)

[

[Min. of C&F O.M. No. 51012/2/75-DC dt. 9-1-78.]
Recommendation No. 63 (Para 5.56)

The Committee are not aware as to how M/s. Unichem were
selected for exporting the products of the company and whether any
offers of other companies in this regard and their terms and condi-
tions were examined. The Committee would like that this matter
should be investigated by Government to see how far the terms
and conditions and arrangements with M/s. Unichem have sub-
served the interest of the undertaking and whether HAL products
are not being sold under the Unichem’s brand names.

.Reply of Government

The recommendation has been accepted and will be enquired
into through the Board of Directors.

Further information called for by the committee

Has the enquiry been completed? If so, what are the findings
and what action has been taken thereon?

[L.S.S. OM No. 21-PU/76 dated 14-3-77]
Further reply of Government

The Board of Directors has gone into the question of arranging
export of HAL's product through UNICHEM in their meeting held
in March, 1977, and its findings are reproduced below:

The Committee have raised three points: (i) how M/s. Unichem
were selected for exporting the products of the company; (ii) how
far the terms and conditions of the arrangements with M/s. Unichem
have subserved the interests of the Undertaking; and (iii) whether

*Further reply not sent to audit for vetting.
479¢ LS—9.
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HAL's products were not being sold under M/s. Unichem's brand
name. In so far as the first question is concerned, M/s. Unichem
were not selected by HAL, it was M/s. Unichem who approached
HAL with an export offer. M/s. Unichem has negotiated export
orders with certain countries, and they wished to include vialled
antibiotics which they were not producing themselves. They, there-
fore, approached HAL with an offer to include antibiotics produced
by HAL in their export plan. HAL for its part had an export com-
mitment of Rs. 34 lakhs arising out of certain capital goods licences
for the Streptomycin plant, and had not made much headway in
fulfilling that commitment. The management of the company felt
that it would be difficult for the company to make a break through
in the field of experts on its own, and they felt therefore that the
offer of M/s. Unichem should be availed of. This was also approved
by the Board.

As regards the term and conditions of the arrangement, the
Board finds that there was no formal agreement but letters had been
exchanged by HAL and Unichem. Boardly speaking, the arrange-
ment was that HAL would supply its antibiotics to Unichem for
export purposes at international prices and would receive in addi-
tion to that price 60 per cent of the R.EP. import entitlement
obtained by Unichem on the exports. The balance 40 per cent of
the import entitlement as well as the cash subsidy on the exports
would be retained by Unichem. This arrangement was no doubt
some what weighted in favour of Unichem. However, considering
that HAL had no experience in the export market, that at the time
when Unichem approached them, they had been able to effect
exports only to the extent of Rs. 85,000 out of the total obligation
of Rs. 34 lakhs; and that S.T.C. had not yet entered the field of
export of drugs and pharmaceuticals, the arrangement was on the
whole not an un-reasonable one. Further if HAL refused to supply
its products to Unichem, Unichem would have been able to obtain
the supplies from other viallers.

As regards the third point made by the Committee, it was found
that the labelling of the antibiotics for export purposes was done
by HAL itself in its own plant though the labels were got printed
by Unichem, and that the products were sold under HAL’s own
name, and not under Unichem’s name.

(M/C&F O.M. No. 51012/2/75-DC of 20-5-77.)

Comments of the Committee

d

) Please see paragraphs 62 to 64 Chapter I
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Recommendation No. 64 (Paras 6.18 and 6.19)

Although it has been claimed by the HAL that research Jabora-
tories has-been continuously rendering technical advice and assist-
ance for improving the quality of products and in suggesting im-
provements to have higher productivity by selecting improved strains
etc. and also rendering service in the adoption of better fermentation
and extraction techniques, as pointed out in the relevant sections
of the performance chapter in this Report, these are not borne out
by facts/details. In the opinion of the Committee not much seems
to have been done in regard to up-scaling of technology.

The Committee feel that R&D wing should direct its efforts to the
task of not only absorbing the technology on which the projects of
HAL have been set up but upscaling it, suggesting ways and means
for improving the utilisation, reducing rejections and cutting down
the cost of production.

Recommendation No. 65 (Paras 6.20 and 6.21)

The committee are informed that the company is spending about
Rs. 26 lakhs per year on research and development; i.e. about 3 per
cent of the sales turnover which the general level of R&D in big drug
companies is stated to be of the order of 6 to 15 per cent. The
management is of the opinion that the percentage should be round
about 10 per cent. The Committee agree that it is not the percentage
which counts but what really the Undertaking wants to do and
achieve. In this connection, the Hathi Committee has recommended
that the public sector unit should, to begin with, set aside at least
5 per cent of their turnover for this purpose. The Committee are in-
formed that the Board of Directors had also some time back decided
to spend about 5 per cent of the sales turnover on R&D. But accord-
ing to the Managing Director, even this level of expenditure would
be meagre. In this connection, the Committee would like to draw
attention to suggestions made by the Hathi Committee, in paragraph
99 of chapter 3 and paragraph 37 of Chapter 7 of their report and
recommend that the company should take immediate steps to sireng-
then its R&D efforts to bring it to a level of meaningful produc-
tivity and to equip it with such R&D pilot plant equipment as may
be necessary for this work as a sound R&D base is the best insurance
for growth of drugs in pharmaceutical industry. The Committee
also recommend that the personnel selected for R&D should be
dedicat>d and accountable.
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Recommendation No. 66 (Paras 6.22 and 6.23)

The Committee recommend that the projects which have a bear-
ing on the existing working of the plants and maximisation of the
existing capacity and future development of the drug industry
should be identified for research work by the R&D wing and on
analysis of the projects which had been carried forward to the stage
of commercial exploitation or are making progress or are stuck
up should be made so that it is possible not only for the R&D wing
to take stock of its achievements and failures but also for the Gov-
ernment and the Undertaking to evaluate its performance with
reference to investment made in it during the year. The Committee
also recommend that a list of the achievements made by R&D should
also be included in the annual report of the undertaking. The
Committee on Drugs & Pharmaceutical Industry (Hathi Committee)
in para 101 of their report that the public sector units should establish
closest liaison with the other R&D laboratories such as the CSIR,
ICMA, ICAR, etc. and state institutions like the Haffkine Institute,
the IIT’s Universities, etc. as such coordination is vital for develop-
ment and that appropriate facilities should be created in the identi-
fied institutions, wherever necessary, to permit time-bound cumple-
tion of individual projects.

The Committee recommend that there should be a High powered
Committee in the Ministry which should demarcate areas of R&D
and allot them to the various institutions and contemperareously
monitor the programme and review them from time to time with
reference to the allocation of money and time schedule.

Recommendation No. 67 (Paras 6.24 and 6.25)

The Committee are surprised to note that HAL has no authentic
information in regard to the activities pursued by the R&D wing
of the IDPL. When these two public sector units have been manu-
facturing some drugs (viz. Penicillin and Streptomycin) though
based on different processes and technologies, the least that the
Committee expect is that there should be a system of coordination
between the two public sector units, so that one could benefit from
the achievements of the other in larger national interest.

In this connection, the Committee would like to invite attention
to the recommendation made by the Hathi Committee in para 100
of Chapter III, of their Report to the effect that as between these
three units (at Pimpri, Rishikesh and Hyderabad), avoidable dupli-
cation of efforts must be discouraged and the results available at
each unit must be made available to the other related unit. There
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should be no secrets between the public sector units and any im-
provements, in a strain, process or a plant developed in the R&D
laboratory of one unit, should be freely available for use of the other
unit. The Committee hope that HAL would lose no further time
in establishing a close liaison and coordination with R&D labora-
tories of the other public sector drug units on these lines.

Reply of Government

The R&D wing of HAL has been re-organised with a project and
task orientation consisting of multi-disciplinary projects groups with
definite time and goal targeted objectives. The Projects are taken
up on the basis of the on-going production activities in the main
plant, projects identified in the Fifth Five Year Plan, expansion pro-
grammes of HAL and, the long-term R&D project that would neces-
sarily have to be developed for the future requirements of both
HAL and the country. The projects are in-charge of project leaders
who are senior scientists and would include other scientists and
several members belonging to different scientific and technological
disciplines. In the frequent project group meetings, but within the
R&D and the Managing Director, a thorough review of the
progress and the difficulties of the past period of one month or so
is reviewed and corrective measures and other support facilities
given. The project groups also discuss their project work with the
technical and scientific sub-committee of the Board of Directors at
least twice a year, at which time a critical review of the progress
made is done and further laying of work batches, time targets and
additional support needed identified and given. Under this new
system, the project leaders and group leaders are held accountable
for fully implementing the project programmes and achieving
targets.

During the past year, two detailed R&D project reports have
been submitted to the HAL Board identifying the major project
arrears and other facilities in support required to achieve the objec-
tives and targets. A summary of the progress made in the last year
in some of these projects is given in Appendix XI to illustrate the
working of the new system in the R&D. Since the pilot plant is the
key for the proper development and upsealing of the projects and
processes, a lot of emphasis is being laid on the modernisation and
updating of the pilot plant facilities the HAL Board is also giving
full support to this. Already, steps have been taken to strengthen
both the equipment and staff in pilot plant and further strengthening
is also planned for the immediate future. As a result of such re-
orientation and strengthening in the pilot plant. It has been possi-
ble to full absorb the Toyo Jozo Penicillin technology and achieve
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within the short period of three months removal batches that have
yielded 30,000 units of Penicillin per ml. or more in 180 to 200 hour
c/s. based on the pilot work, the implementation of the Toyo Jozo
technology in a main plant is progressing satisfactorily.

While a lot of emphasis is being placed on the up-gradation of the
strain and technology for the current products of manufacture of
HAL, the R&D group is also spending a small part of its efforts
towards discovering new antibiotics and developing new and im-
proved technology and fermentation Enzyme Engineering. It is
hoped that within the next year a strong centre of Fermentation
technology Enzyme Engineering and bio-engineering would oe built
up at the R&D centre which would, doubtless, go a long way in

building up the required modern technological base to progress and
keep HAL with better technology.

As regards recommendation made by the Hathi Committee, and
referred to in the above recommendation, it may be mentioned that
there is already close cooperation between Public Sector Projects
and National Laboratories. All the recommendations now under

consideration of Government and a decision is expected to be taken
shortly.

The demarcation of areas for R&D development, and allotting
them to various institutions etc. has already been done through
NCST. The scrutiny and the assessment of work done as well as
Finance therefor are also done by the Department of S&T annually.
The Government accepts the recommendation that there should be
close coordination between ®&D Departments of HAL and IDPL.

[M/C&F O.M. No. 51012/2/75-DC dt. 20-3-76.]
Recommendation No. 68 (Para 7.8)

While the inventory of imported raw materials in subsequent
years was within the norms, in the case of indigenous materials it
was in excess of the norms. Inspite of this heavy investment in raw
materials, the Committee regret to observe that due to shortage/
non-availability of essential raw materials like soyabeen, etc., the
undertaking could not keep up the production of streptomycin.

Reply of Government

The recommendation has been noted.

HAL are making vigorous cfforts to establish inventory control/
management control in consultation with professional consultants to
maintain/optimise inventories to ensure uninterrupted production.

[M/C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]
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Recommendation No. 69 (Paras 7.9 and 7.10)

The Committee are constrained to observe that while on the one
hand production of formulations is stated to have suffered due to
shortage of vials and rubber stoppers, on the other hand there has
been an increase in the inventory of general items and spares from
Rs. 99 lakhs at the end of March, 1971 to Rs. 127 lakhs at the end
of March, 1975 thus indicating accumulation of non-essential stores.

The Committee see no reason for delays in the finalisation of
order by DGS&D. In fact DGS&D should give preference and every
facility to public sector undertaking to meet the demands/require-
ments of Government to the maximum extent. The Committee
would also like Government to go in depth into the causes for the
delays in finalisation of orders by DGS&D and remove any pro-
cedural lacuna which may be responsible for such delays.

Reply of Government

Government have not received any report from HAL about undues
delay caused in the finalisation of orders by DGS&D. It is proposed
to examine this in detail and to go into the causes, if any, for delays
in finalisation of the orders by DGS&D and remove the procedural .
lacuna.

[M/C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]
Further information called for by the Commlittee

What concrete measures have since been adopted?

[L.S.S. OM No. 21-PU/76 dated 14-3-77]
Further reply of Government

At present there is no delay or difficulties in finalising the rate
contracts of A/Ts with DGS&D, New Delhi due to the vigorous
efforts made by the Sales Organisation of HAL. The DGS&D also
continues to extend 10 per cent price preference over the lowest
quotation to Public Sector enterprises while finalising Rate Con-
tracts as well as ad-hoc Tender enquiries.

[M/C&F O.M. No. 51012/2/75-DC dt. 20-5-77.]
Recommendation No. 70 (Para 7.11)

The Committee also note that the finished stock included Aureo-
fungin (Rs. 3.33 iakhs) and Streptocycline (Rs. 2.63 lakhs) accumul-
ated since 1967-68. The Committee have already given their recom-
mendations regarding these products in another chapter of the re-
port. The Committee are not sure whether these still retain their
efficiency and are fit for disposal.
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Repily of Government*

The Board of Directors in their meeting held in 1973 examined
the question of utility of Streptocycline, the life of which expired
and decided to write-off Rs. 1,17,731 being the book value. Simi-
larly in 1975 the Board examined the utility of Aureofungin in stock
(455 packets) which was old and could not be sold. For the balance
Quantity of Aureofungin the company will examine the possibility
of reprocessing the same to salvage any portion thereof.

[M/C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]
Further information called for by the Committee

Why was this item manufactured in excess? Was there any
market or demand or orders? If so, what was the difficulty in dis-
posing these in time before they lost efficacy?

[L.S.S. O.M. No. 21-PU/76 dt. 14-3-77.]

Further reply of Government

A Potent antifungal antibiotic was discovered by the Research
Laboratories of HAL. It has been shown to be active at extremely
low concentrations against a wide variety of fungi including several
major plant pathogens. This antifungal antibiotic was tested widely
in different agricultural research stations round the country against
several plant diseases including paddy blight, sugarcane redrat, dis-
eases of grapes, coconut, arecanut, rubber and others. Its efficacy
against plant diseases under field conditions was not only estahlished
but was confirmed by several independent workers in India and this
is evidenced by the number of original research papers that have
been published so far. As is well known, the establishment and
introduction of new antibiotics either for human or agricultural uses
into the market is an extremely long, difficult and expensive pro-
cess. While conceding the fact that HAL has not so far sold very
large quantities of this antibiotic in the market, it has to be ap-
preciated that with the limited R&D facilities for conducting field
trials and demonstration plots etc. as also the limited marketing force
the company possesses, it has been difficult for them to successfully
introduce this compound in the market.

Considered against the above background, the company had to
retain this item in its line of production even though the material
produced in earlier years had not been sold out because continuity
of supply of non-time-expired stocks had to be maintained till the
product was established firmly in the market and regular production

* At the time of factual verifica tion, Audit informed as follows:
“The reply as changed not sent to Audit for vetting"”.
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could commence on the basis of actual forecast demand. Thus bet-
ween 1966 and 1976, a total quantity of 1.303 tonnes were produced
to support the marketing wing in the introduction of this new item.
However, when the market did not respond quickly and the financial
position of the company also did not permit further expenditure on
this new item, it was decided to discontinue the production of this

item.

The company has pointed out that when a new product is to be
introduced, it is not possible to plan production against advance
indents, and that the normal practice is to make a survey of the
demand prospects in the country and plan production on that basis.
Further, in this particular case, it was explained that the demand
was contingent on the incidence of a particular fungal disease and
that production had to be planned in advance of such a contingency
and not after it had occurred. It has also been explained that the
production was always planned in consultation with the Ministry
of Agriculture, State Government etc. and with reference to the
indications given by them of the probable demand. The Board of
Directors of the Company has found this explanation quite reason-

able.

The Board has also found that the quantity which was on hand
at the close of 1971-72 was time-expired and that efforts to re-process
the time-expired products were not successful. At the same time,
the demand for the product arose and the quantities produced in
subsequent years have also been sold. There are no stocks of the

product at present.
[M/C&F O.M. No. 51012/2/75-DC dt. 20-5-77.]

Recommeadation No. 71 (Paras 7.12 and 7.13)

The Committee also find that the stock of materials under re-
processing has shown a steep increase from nearly Rs. 4 lakhs at the
end of 31st March, 1974 to over Rs. 11 lakhs at the end of 1974-75.
The Committee fecl that such expenditure on reprocessing is avoid-
able. The Committee would like that Government/Undertaking
should critically go into the causes for this steep increase and tuke

suitable remedtal measures to control the rejections and eliminate
reprocessing.

Considering the inventory of general stores and raw materials
during the last many years and the steep increase in stock of finished
goods at the end of 1974-75, the Committee feel that the steps stated
to have been taken for tcning up materials management have not
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produced the desired results. They would, therefor, like that the
measures should be reviewed and tightened up to ensure that there
is no unnecessary accumulation of inventory resulting in blocking

of funds and accentuating the financial difficulties experienced by
the Undertaking.

Reply of Government

The value of materials under reprocessing during 1975-76 has
come down to Rs. 10.58 lakhs when the total value of production was
Rs. 928.08 lakhs. This was Rs. 11.16 lakhs in 1974-75 when their
value of production was Rs. 790.21 lakhs. This will show that the per-
centage has come down from 2.45 per cent to 1.13 per cent of velue
of production and it is expected that with further control measures
undertaken by the Company this will come down further.

Based on the guidelines of the Parliamentary Committee on
Public Undertakings (40th Report—3rd Lok Sabha on material
management in public undertakings), an integrated materials
management department was established in 1972 and a separate in-
ventory cell was created. Subsequently, pursuent to the decision
of the Board of Directors in 1973 that the company should stream-
line and introduce an effective materials management system with
the assistance of professional agencies specialised in inventory con-
trol, the National Institute for Training in Industrial Engineering,
Bombay was engaged as the consultant to the company and a task
force was constituted to work under the guidance of the consultant.
The task force evolved systems on material codification, stores re-
location and identification and segregation of surplus inventory. As
a result of this, the inventory control system has been streamlined
and strengthened.

The position of inventory of spares and general stores and raw
materials vis-a-vis the total value of production as on 31-3-1975 and
31-3-1976 was as under:—

31-3-1975  31-3-1976

(Rs. in lakhs)
Spares and General Stores 126-68 127° 11
Raw materials . 11782 100°90

Total inventory of raw-materials. stores and
spares . . . . . . 224°50 22801

Total value of production . . . 79021 92808
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From these figures, it will be evident that the increase in inventory
stores/spares has been controlled. This has been possible by creat-
ing an inventory control cell and review of non-moving, slow moving

items and close scrutiny of spare and stores requirements before
procurement.

(M/C&F 51012/2/75-DC dt. 30-9-76.)
Recommendation No. 72 (Para 7.14 and 7.15)

The Committee also note that the value of surplus and obsolete
stores has increased from Rs. 2.68 at the end of 1970-71 to Rs. 4.45
lakhs at the end of 1972-73 and declined to Rs. 3.41 lakhs at the end
of 1973-74 and again increased to Rs. 7.27 lakhs at the end of 1974-75.
The Committee feel that had suitable maxima minima and ordering
levels been laid down and adhered to, the undertaking would not
have been faced with such surplus and obsolete inventories. The
Committee would like that the Government should go into the

reasons for a steep rise in the inventory and non-moving items at
the end of 1974-75.

The Committee would like that the undertaking should conduct
a review of non-moving and obsolete stores periodically at least once
in a year and report the posilion to the Board of Directors who should
carefully go into the causes and take effective remedial measures.
The Coramittee are ulso informed that a Task Force -consisting
of officers from various departments has been constituted to work
under the overall guidance of the consultants. The National Insti-
tute for Training and Industrial Engineering and certain actions
have been taken to streamline the materials management. The
Task Force has so far worked on identification of non-moving stock,
material codification and physical lay out of stores. The Committee
recommend that the Task Force should comglete its work soon so
that inventory control is put on sound footing without delay and

the management should report the progress made in this regard to
the Board.

The Committee stress the need for timely remedial measures-so

that inventories are put on most rational and economic basis in the
interest of production.

Reply of Government

The review of non-moving items is made periodically to segregate
the insurance spares from obsolete ones, so that action may be taken
to dispose of the obsolete spares/stores. After review of non-moving
items during 1975-76, a further inventory of 94 items valued at
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Rs. 2.89 lakhs has been deelared surplus during period ending March
31, 1976 and the value of surplus items declared for disposal as on
31-3-1976 was Rs. 9.11 lakhs. However, as on date further liquida-
tion of Rs. 2.69 lakhs has been made and the value of available
obsolete items now stands at Rs. 6.42 lakhs.

The fixing up of maxima and minima and ordering levels in
respect of spares will be taken up after completion of the catalogue
and implemented by the end of the year (1976). However, as
regards raw materials and genera] stores, maximum and minimum
levels are being fixed up and are being operated upon.

The review of non-moving and obsolete items is being made
annually and reported to the Board of Directors.

Further to the creation of a Task Force and appointment of con-
sultant, codification of all items according to the new codifioation
system is under compilaticn and will be completed by the year end.
After the compilation of a catalogue of all items, it will be easier
to weed out duplicate cards and have better control on requisitioning
of stores and spares. During 1975-76, 88 items valued at Rs. 1.04
lakhs have been disposed of. The progress in disposal of obsolute
spares and stores has not been encouraging because of unfavourable
market conditions and difficulty in selling spares of specialized
machinery which are obsolete.

Similarly, the closing stock of finished goods stood at Rs. 113.66
lakhs as on 31-3-1976 as against the corresponding figure of Rs. 164.25
lakhs as on 31-3-1975 as a result of various measures taken to increase
the quantum of formulations and boost sales.

In view of the fact that the company and the Board are keeping
a constant vigil over the inventories the levels thereof are under
control. Therefore, there does not appear to be any need to in-
vestigate the reasons for the steep rise in inventories and non-
moving items, earlier. However, Government propose to keep a
watch on the situation.

As regards 1974-75, the company is being asked to submit a report
giving detailed/codification for the steep rise in inventory.

(M/C&F 51012/2/35 dt. 20-9-76.)

Further information called for by the Committee

(a) What steps have been taken to dispose of the obsolete items
to the best advantage of HAL to other Public Undertakings
through BPE?
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(b) Has the codification of all the items and fixing of mmaxima
and minima and ordering levels of spares been completed?

(c) Has HAL submitted the report on the steep rise of inventory.
If so, what action has been taken by Government thereon.

(L.S.S. O.M. No. 21-PU/76 dated 14th March 1977)

Further Reply of Government

(a) The task force had studied the possibilities in reduction of
obsolete/surplus inventory specially of Engineering stores and spares
and recommended during January 1974, liquidatior of 2885 items
comprising a book value of Rs. 14.14 lacs. Subsequently, after
transfering some of these iterus for expansion projects and cun-
suming some for maintenance/modification, items worth Rs. 7.27 lacs
were identified for disposal. Present stock of surplus inventory is
worth Ks. 6.24 lacs.

(b) Work on Material codification was taken up during October
1973 and the designing of a 8-digit material coding manual was
completed during September 1974. All the items have now been
codified upto 6th digit and items thus codified have been sorted out
in Data Processing Unit for the purpose of merger of identical items
currently stored under different names at different places. Current-
ly, the last two digits are being allotted to complete the 8 digit code,
and the new coding system will be imple{nented thereafter.

(c) The value of the surplus stores worth Rs. 7.26 lakhs as on
31-8-75 increase to Rs. 8.92 lakhs as on 31-3-76. However, this in-
crease is due to one lot of soyabean meal valued at Rs. 2.57 lakhs
being declared surplus during 1975-76, which has since been disposed
off during the year 1976-77.

The Inventory Control Cell hag made a critical review of all the
items in stock as on 31-3-75 and had arrived at a list of items which
would not be required by the company in the near future valued
at Rs. 7.27 lakhs. However, much headway could not be made in the
fina]l disposal of these items by auction or by a sale tender as the
Material Management Deptt. has been working under tremendous
strain in the last two years or so. The company had sustained a
loss of Rs. 2.91 crores in 1975-76, and had sustained a loss of Rs. 13
crores in 1976-77 upto end of October 1976. These cash losses coupled
with company's inability to augment the resources by increased
bank cccommodation obliged the company to delay the payments of
bills for raw materials and stores received from its suppliers for a
considerable length of time. These delays actually resulted in a
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situation where extra-ordinary and special efforts were required to
be made .by the Material Management Deptt. even for procurement
of' e.ssentlal raw materials from limited sources which were un-
WI}hng to make further supplies pending settlement of their previous
claims. The trend became accentuated when the new strain and
technology obtained from Japan for the Penicillin Fermentation
was to be introduced with a more or less completely new set of
fresh raw materials to be obtained. Simultaneously, Engg. stores
were also required in appreciable quantities for quickly carrying
out modifications to the existing design and plant so that the new
high yielding strain could be established in the shortest possible
time in the main plant resulting in considerable improvement in the
operational results of the company. Actually these efforts have
resulted in the new strain and technology obtained in April 76 being
put on the main plant on a continuous basis from December 1976
onwards, i.e., within a short period of 9 months. In fact, we have
been using the new strain and technology in an increasing propor-
tion from an earlier period, and this had helped the company to
arrest the losing trend which had been noticed un-interrupted for
the last 3 years, and to show a marginal profit in its operations from
November 1976 onwards. Today, the expectation is that the com-
pany would be incurring a loss of only around Rs. 60 lakhs during
the whole of 1976-77, compared to Rs. 2.91 crores in the previous
year and even compared to Rs. 1.3 crores loss upto October 1976.
Today, the company’s fund.flow position is also much better and we
do not anticipate any major problem in providing raw materials for
maintaining un-interrupted production. As soon as this position
stabilises, the Materials Management Deptt. would be in a position
to" pay adequate attention to the question of reorfanising inven-
tories and liquidating the surplus materials. One of the reasons
for not going ahead with final disposal of this surplus material is
also the fact that in December 1976 the P.I.LB. had approved five
new/expansion schehrne for this company and the Govt.'s approval
to these schemes being implemented was conveyed in February 1977.
With the prospect of substantial expansions taking place in the near
future, it was felt desirable to review the list of surplus items to
see whether the items which were declared surplus earlier would
require any modification in the light of the requirements for the new
expansion schemes. It is, therefore, submitted that the company
would be taking the problem of disposal of surplus materials on
hand immediately and appreciable results are expected to be achiev-
ed in the current year.

Regarding introduction of modern systems and procedures, the
work had been entrusted to a consultant who was with N.LT.LE.
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Before he could complete the work, he had quit the organisation,
and therefore, the work had remained in-complete. It has now been
decided to request the same individual to complete the work even
though he is no longer with NI.T.LE. He has been requested to
complete the work. However he had not so far conveyed his con-
sent and this is being persued with him.

Position of inventories as at 31st March during the years 1976, 1977

and 1978 was as under: N
Ras. in lakhs

. 31.3.1976 31.3.1977* 31.3.1978*
General Stores and Spare parts 127411 136°30 142°59
Raw materials . . 100°9 133°54 16785
Work under process . . 114°68 138°38 18484
Finished goods . . 111°93 37°53 105°64
Materials  under-processing . . . 10°58 22°81 27°36

During the year 1976-77, the company had achieved higher level
of production and all round improvement in sales. Better avail-
ability of bulk Tetracycline is one of the factors that has resulted in
increased turnover. Figures of inventories as at 31st March 1977
are under compilation, and it is expected that the inventories will
then be at a lower level compared to previous year’s.

[Min. of C & F O.M. No. 51012/2/75-DC dt. 20-5-77]
Further information called for by the Committee
What is the latest position in regard to inventory control?
(L.S.S. letter No. 21-PU/76 of 8-12-1977)

Further Reply of Government*

Considering the inability of the NITIE Consultant to continue and
complete the assignment and considering the urgency and impor-
tance of developing sound inventory control system and recognising
the importance of this function, HAL has constituted following Comg
mittees for 'going into the aspects of disposing surplus material,l
completing balance of codification work and fixing the maxima and
minima norms in respect of stores items.

(1) Committee for disposing surplus items:
Non-moving items and slow-moving items have been identified
and the Committee will attend to disposal of surplus items.

*Information furnished by the Ministry at the time of factual veri-
fication,

**Further repiy not gent to Audit for velting.
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(2) Cell for Codification etc.

HAL has appointed a cell to complete remaining 40 per cent of
work of codification of stores items as well as fixing maxima and
minima norms for the stores items.

(3) A Committee for reviewing ‘A’ items of important raw
materials:

A Committee for reviewing ‘A’ items of important raw materials
on a continuous basis has been constituted who are examining these
items for ensuring a level of inventories to be held which constitute
50 per cent of the total raw materials consumed in a year.

[M/C&F O.M. 51012/2/75-dt. 9-1-78.]
Comments of the Committee
Please see paragraph €5 to 71 of Chapter I.
Recommendation No. 73 (Para 8.13)

The Committee regret to note that though the number of em-
ployees had gradually increased from 2,026 in 1967-68 to 2,568 in
1973-74 and the average earnings per employee have also corres-
pondingly increased from Rs. 6,135 to Rs. 10,167 the average sales
per employee has come down from Rs. 31,916 to Rs. 30,580. The
Committee cannot but conclude from this that the productivity of
employees has been going down from year to year and the under
taking does not appear to have taken any tangible action to arrest
the decline. The Committce recommend that the Corporation should
make a critical study of the reasons for the decline in productivity
and take concerted measures to bring it up to the optimum level.

Reply of Government

As a result of implementation of several time bound measures in-
cluding adopting systems approach, revamping technology, toning
up of discipline and increasing the utilisation of capacity, particular-
ly that of formations, the Company attained a record sales turnover
of Rs. 1,030.76 lakhs during 1975-76, which exceeded the sales of
1974-75 by more than 38 per cent.

As a result of various measures taken to improve utilisation of
the vialling capacity, the output of injectable vials filled during the
year went up to 522 lakhs which was 20 per cent higher than that
obtained during the previous year. A significant break through
wag also achieved in the case of non-parenteral formulations and
the cumulative output of 488 lakhs tablets and capsules attained
during the year represents on all-time record and it is 108 per cent
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Thigher than what was achieved during the previous year and this
~enable the company to make available a higher quantum of formula-
tions to its institutional customers. Production of bulk Penicillin
-and Strepetomycin was also maintained at a high level utilising
above 75 per cent of the installed capacities, inspite of high incidence
-of power cut in the entire year ranging upto 40 per cent during
some months and shortage of certain essential raw materials like
"Procaine hydochloride, soluable vegetable protein (imported) and
phenylacetic acid. Production of basic Penicillin at 97.09 mmu
and that of bulk Penicillin at 64.78 mmu (including 6.58 mmu of
potassium Penicillin in non-parenteral) achieved during the year
exceeded previous year’s figure by nealy 5 per cent and 4 per cent
respectively. The output of Streptomycin was alsg maintained at
61.79 tonnes in spite of power cut and non-availability of an essen-
‘tial imported raw materials.

In the light of above, the average sales per employee has register-
«d a 50 per cent increase as can be seen from below:—

— —— - cm—

1974-75 1975-76
1. No. of Employees . 2.572 2,572
2. Average sale per employee . Rs. 25.791 37.389
3. Average earning per employee . Rs. 12,192 12,873

The company would continue to investigate into the possibilities
«of improving productivity.

[M/C&F O.M. No. 51012/2/75-DC dt. 30-9-1976]
Recommendation No. 74 (Para 8.14 to 8.16)

The Committee are led to conclude that the undertaking had been
«complacent about the general overall profitability inspite of the reduc-
tion in profits year after year from 1966-67 and had not taken any
-effective action to improve the position. The Commitlee have
already pointed out that there had been a lag in the technical deve-
lopment of the strain for penicillin and streptomycin and their conse-
quent effect on production and production costs.

The Committee are constrained to observe the lack of foresight
-and the serious managerial lapses in properly organising the under-
taking to maintain and improve the productivity and profitability.
"The Committee need hardly stress that it is the primary responsi-
bility of the Management to keep a meaningful watch on the work-
ing of the undertaking and take appropriate remedial measures in
4744—LS—10.
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time to set right any deficiencies. The Commiittee recommend that
the entire matter should be thoroughly investigated with a view to
fixing responsibility for these grave and avoidable lapses which.
have turned a profit-making undertaking into a losing enterprise and'
a report furnished to the Committee within six months.

The Committee are informed that besides seeking in an increase
in the selling price of its products, the undertaking has taken certain
measures to check the decline in profitability as a result of introduc-
tion of new high yield strain for streptomycin which ' has been able to
increase its production by 16 per cent during first quarter of 1975-76
and reduce the cost of production and improve utilisation of capacity.

In the case of Penicillin it is stated to be finalising proposals for
acquiring improved strain and technology. It has been stated that
a new formulation unit has been constructed to increase the output
of drugs. A systems approach is being adopted for systematic plant
maintenance, proper material management, man power assessment,
etc. As a result of these measures the company expects to turn the
corner in 1975-76 and become profitable. The Committee hope that
with the steps now taken and with the implementation of the re--
commendations of the Committee in this report it should be possible-

for the undertaking to improve the productivity and thereby profi-
tability.

Reply of Government*

As a result of implementing a series of time bound measures like-
revamping the technology, to enhance production and productivity,
adopting systems approach and toning up discipline particularly
after the Emergency, the Company turned the corner during the year
1975-76 and the working results during January—March 1976 resulted
in a surplus of Rs. 3.52 lakhs for the first time during the past 3 years.
This is also reflected in the overall improvement in the working
results for 1975-76 compared to the previous year.

Some of the important measures taken are indicated below:—

() Improving production and productivity:

STREPTOMYCIN.—HAL entered into technical collabora-
tion with M/s. Glaxo Laboratories of UXK. in 1973 as &
result of which a high yielding strain and technology"
were successfully iritroduced in the plant. This ensured
full utilisation of the capacity and the output of Strepto-
mycin Sulphate from January to August 1976 was 58
tonnes representing 100 per-cent’ utilisation of the past
fermentation capacity.
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PENICILLIN.—The Company has entered into technical col-
laboration with M/s. Toyo Jozo Company of Japan in
January, 1976 as a result of which a high yielding strain
and technology have been successfully introduced in the
plant with minor modifications, it was possible to cbtain
over 100 per cent increase in the productivity in the
plant and vigorous efforts are being made to complete
the project for attaining about 300 per cent increase in
the productivity in the plant.

The Companyv will thus be possessing some of the techno-
logies in the fleld of penicillin and streptomycin available in the
world.  As Penicillin and Streptomycin in the form of bulk and
formulations presently constitute over 95 per cent of the sales turn-
over of the Company, the induction of new technology coupled with
other measures to ensure fuller utilisation of installed capacities of
these antibiotics, will improve the working results as evidenced from
the financial results of 1975-76 and April—July, 1976.

(b) Improved Capacity utilisation:

The company has implemented an action oriented production
plant and adopted a systems approach in planned preventive mainte-
nance. The latter has brought about a significant reduction in plant
breakdowns. Speedy action has also been taken to remove bottle-
necks and constraints in production. As a result, it has been possible
to attain impressive utilisation of capacity in respect of bulk Peni-
cillin and Streptomycin. Thus in spite of high incidence of power cut
ranging upto 40 per cent during some months, non-availability of
certain essential raw materials like Procaine Hydrochloride, Phenyl-
acetic acid and soluble vegetable protein (imported) and difficult
financial position of the company on account of un-economic selling
prices and steep escalation in the cost of inputs making it difficult
to maintain optimum inventories, the above measures made it possi-
ble to maintain capacity utilisation of Penicillin and Streptomycin
plants beyond 75 per cent during 1975-76. This has significantly
improved during the period April-August, 1976 when 36.2 tonnes of
Streptomycin have been produced, representing 103 per cent utilisa-
tion cf installed capacity.

(c) Higher output of formulations:

HAL took concerted action to enhance the output of vials and
other non-parenteral formulations whereby the output of injectable
vials filled during 197576 went upto 522 lacs which was 20 per cent
higher than that obtained during the previous year. The improved
performance in vialling has been pursued on a much more vigorous

-
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scale during the current year, which enabled the company to fill 292

lacs of vials during April—August, 1976 representing a much higher
utilisation of vialling capacity.

To improve its profitability, the company commissioned a new
formulations unit to enhance the output of tablets and capsules which
are more profitable than bulk sale, and implemented a time bound
programme for effective utilisation of formulations capacity. There-
by, a significant break through was achieved during 1975-76 when a
cumulative output of 488 lacs of tablets and capsules was obtained
which represents an all time record and 108 per cent higher produc-
tion than what was achieved during the previous year. Due to
higher output of vials and other formulations, HAL utilised higher
quantum of the bulks for its own captive requirements and made

available higher volume of formulations to its institutional custo-
mers.

(d) Revitalisation of Vitamin C and Ampicillin plants:

Due to strenuous efforts made by the company, a stream of Vita-
min C production has been established and during 1975-76. 3.94 tonnes
of pharmaceutical grade Vitamin C were produced. Efforts are being
continued to step up production by upgrading the efficiencies at two
stages in consultation with outside experts. The Government have
also constituted a task force under the Chairmanship of Director
General of Technical Development to examine the problems of Vita-
min C plant. (The company is now working in technical collabora-
tion with M/s. Roche Products Limited for bringing up the produc-
tion to rated capacity at an economical cost).

The Company has commenced commercial production of Ampi-
cillin from 6 APA for the first time in the country and steps have
been taken to enhance its output during 1976-77. The erection of
the third stage of the project for the conversion of Penicillin first
crystals into 6 APA by a process worked out by the company’s R&D
wing will be completed in October, 1976. The above steps to augment
the output of Vitamin C and Ampicillin will have favourable impact
on the working results of the company.

(e) Intensified System/Approach:

Apart from the area of preventive maintenance, the company is
adopting systems approach in Inventory Management and Manpower
deployment. Manpower assessment has been done for the whole
organisation which has shown surplus strength, Accordingly, further
recruitment in categories where there is excess strength has been
frozen. As a result, average number of employees on roll has come
down to 2527 during 1975-76 from 2578 during the previous year.
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Average sale per employee has also registered a rise to 0.37 lacs
during 1975-76 from 0.26 lacs during the preceding year.

(f) Effective involvement of R and D in production:

A new orientation has been given to its R & D Wing, and distinct
project groups have been formed on the basis of time bound projects.
A close liaison is being maintained between Production and R & D
to resolve outstanding production problems. A phased programme
has been drawn for introduction of new products in the market as
a measure of diversification and four new formulations thus deve-
loped are being introduced in the market during first half of 1976-77.

(9) Expansion and Diversification:

The Company has submitted proposals for nine projects towards
expansion and diversification during the fifth plan period entailing
an expenditure of Rs. 30 crores. Based on the suggestion made by
the Governmental authorities, the revised feasibility reports relat~
ing to the expansion of Penicillin, Streptomycin, Semi-synthetic
Penicillin, Erythromycin, Gentamycin, Industrial Enzymes and
establishment of formulations plant II have been submitted by the
HAL. The proposals are under active consideration of the Govern-
ment. The expansion plans when fully implemented will result in
annual turnover of about Rs. 70 crores.

(h) Improved Discipline and Employee Participation:

The Company has taken several measures to tone up discipline
and improve security. More than 70 persons have been removed
from services on charges of indiscipline, chronic absenteeism, etc.
Central Civil Service Rules have been made applicable to the officers
of the Company. Financial and Administrative powers have also
been sub-delegated to the officers for smooth conduct of business.
These measures have shown impressive results particularly after
emergency. In pursuance of the Prime Minister’s 20-Point Econo-
mic Programme, shop floor committees have been constituted to
facilitate-worker participation in management and bring improve-
ment in production and productivity with the active involvement of
shop floor workers. This has motivated the employees to offer some
valuable suggestions and these have been implemented.

(i) Ecomomy in the use of Materials:

The Company has also launched an extensive drive to effect eco-
nomy in major materials like Furnace oil, Solvents etc. and obtained
eneoura(iing resulis.
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(j) Revision in the Selling Price by the Government:

The Company had approached the Government to revise the
prices of Penicillin and Streptomycin to meet several fold increase
in the cost of raw materials and other inputs. The Government has

since notified the revised prices of bulk Penicillin and Streptomycin
during the last quarter of 1975-76.

Various measures taken by the company as enumerated above
together with the fixation of revised selling prices of the products,
have made the operations of Streptomycin plant viable. Similarly,
the operations of Penicillin Plant will be viable after successful
establishment of Japanese Technology. Thus, as a result of revamp-
ing its technology, measures taken to enhance capacity utilisation,
adopting a systems approach and toning up discipline, the working
result of HAL during the quarter Jan.-March, 1976 resulted in a
surplus of Rs. 3.52 lacs for the first time during the past three years,
as compared to a loss of Rs. 68.88 lakhs in Jan.-March, 1975. This
is also reflected in the improvement in the overall working results
of 1975-76 compared to those in the previous year. Similar improve-
ment could be noticed in the working results of April-July, 1976.
Thus there is a progressive improvement in the working result. The
Company has set a sales target of Rs. 15 crores for 1976-77, represent-

ing 50 per cent increase over 1975-76 and HAL is poised for a further
improvements during 1976-77.

Various aspects concerning the company are already being looked
into, by the Government. These are indicated below:—

(i) Government have appointed a Task Force under the Chair-

manship of Secretary, T.D. to investigate into Vitamin ‘C’
project.

(ii) The Board of Directors have appointed a technical sub-
committee to investigate into Hamycin Project.

(iii) The Board had earlier appointed a sub-committee to in-
vestigate into the production failures and maintenance
failures in respect of Penicillin and Streptomycin projects.
On the basis of their findings Former Chief Engineer and
Production Superintendent were removed.

Government propose to look into the entire matter after the
report on Vitamin C project and Hamycin project has been received.
Based upon the findings of the Task Force and the sub-committee of
the Board for Hamycin projects it would be possible to decide as te
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‘whether there is a need for further investigation with a view to
fixing responsibility for the lapses referred to in the report.

[Min. of C&F O.M. 51012/2/75-DC dt. 9-5-76.]
Further information called for by the Committee

(a) When is the Report of the task force under the Chairmanship
of Director General of Technical Development to examine the
problems of Vitamin C Plant is expected to be available?

(b) When are the ﬁndings of the task force and the sub-Com-
mittee of the Board for Hamycin Project likely to be received? If

already received, ‘what are the findings and action taken by the Gov-
ernment thereon.

[L.S.S. OM. No. 21-PU/76 dated 14-3-1977.]
Further Reply of Government

(a) The Report of the Task Force under the Chairmanship of the
DGTD in respect of examine the problems of Vit C Plant as since
‘been received by Government,

The Task Force has come to the conclusion that HAL should go
-ahead with the rehabilitation of the existing Vitamin C Plant with
the assistance of M/s. Roche Products Limited. This recommenda-
tion hag been accepted by Government and preparation of feasibility

study and project report for rehabilitation of the Vitamin C Plant
hag been taken on hand.

(b) ‘The Sub-Committee of the Board of Directors of HAL for
going into the question of utilisation of HAL’s Hamycin Plant had
preliminary discussions in this regard with concerned Heads of
Departments of HAL. TCertain data and details in respect of produc-
tion and sale of this product as well ag quality, stability and toxicity
studies of the product were called for. These have been furnished to
the Sub-Committee, and the recommendations of this Sub-Commit-
tee are awaited.

{Min. of C&F O.M. 51012/2/75-DC dt. 30-9-76.]
Further information called for by the Committee

What is the latest position with regard to the utilisation of Hamy-
cin Plant?

[L.S.S. letter No. 21-PU/76 of 8-12-1977.]
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As the meters are installed and regulated, the consumption of
services based on the meter readings would be taken for working
out the cost of different products.

The cost figures for 1975-76 have been reconciled with the finan-
-cial figures for the same year. Similarly, the cost figures for April—
June 1976 have been reconciled with the financial results for the
-corresponding period of 1976 and this is made a regular feature.

The cost figures for April—June, 1976 have been reconciled with
the corresponding financial figures. This review along with the
analysis of the variances will be put up to the Board along with the
quarterly financial review. The cost accounting has been put on a
scientific basis and as already indicated this report will form part
of the quarterly financial reviews to be submitted to the Board of
"Directors for consideration along with the financial accounts.

(M/C&F L-51012(2)/75-DC dt. 30-9-1976.)
Recommendation No. 7_6 (Para 8.32 and 8.33)

The Committee would like that the undertaking should critically
go into each one of the operations and the factors which are contri-
buting to the cost and take suitable action to improve efficiency
and reduce consumption of material, bring down the percentage of
rejections and wastages and achieve reduction in cost at the different
‘stages and ultimately of the finished products.

The Committee would also like that R & D should also be closely
associated so that they may suggest ways and means of improving

the techniques and reducing costs without sacrificing quality of the
products.

Reply of Government

As a result of implementation of various time-bound measures
such as introduction of new strain and technology to increase pro-
ductivity, utilisation of higher capacities, reduction of wastages and
improvement in efficiencies resulting in lower consumption of raw
materials per unit of production, the unit cost of production has come

down in the case of Penicillin products as can be seen from the
following:—

—

Base : 1973-74=100

to be given for 197475 1975-76
Penicillin G. First crystals . . . . . . 141 128
Penicillin V first  crvstals . . . . . . 139 132
Potasium Penicilin G. bulk . . . . . 137 185
Sodium Penicillin bulk . . . . . . ‘134 130

Procaine Penicillin bulk . . . . . . 14% 141




147

With the establishment of the improved Japanese strain and

technology, the cost of production of different Penicillins will come
down.

In the case of Streptomycin, although production was marginally
lower in 1975-76, due to 40 per cent power cut, during some months
and although the cost of inputs such as wages, furnace oil, power and
raw materials has gone upto a considerable extent, the cost of pro-
duction remained the same at the index 117 (1973-74 base 100) in

1975-76 as compared to 1974-75 as a result of implementation of
various measures as indicated above.

Task forces were constituted by the company comprising scien-
tists from R & D for penicillin and streptomycin to stabilise and up-
grade technologies, to improve efficiencies with a view to reducing
the cost of production. The R & D has been re-organised based on
distinct project groups working within fixed time frame. These
measures involve the R & D personnel closely with the production
activities. The R & D unit developed an efficient process of enzy-
matic conversion of Streptomycin B to A, which has been successfully
introduced in the plant. The R & D unit continued to assist the plant
in utilising starch in place of dextrose in the manufacture of Strep-
tomycin. The R & D unit was also actively engaged in the develop-
ment of new products as a measure of diversification with a view
to improve the profitability.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76]
Further information called for by the Committee

What is the latest position in this regard? ’

[L.S.S. letter No. 21-PU/76 of 8-12-77.]
Further Reply of Government*

In the last 18 months the R & D has continued its close working
with the Production Department and has in several instances con-
tributed to increased production and improved quality. Examples
are:—

‘(1) The introduction of New Penicillin Strain and Technology
from Japan which has resulted in the improving Penicillin produc-
tivity twofold thus reducing the cost of production. They
are at present working on improving the extraction and purification
of the Penicillin for improving process efficiencies and product
quality.

(2) In Streptomysin the R & D Project Group has significantly
contributed in standardising raw materials quality and fermenta-
tion process parmameter which has resulted in maintaining the pre-
sent high fermentor productivity and exceeded the plant capacity.

*Further reply not sent to Audit for vetting
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(3) The process of manufacture of 6 APA which was developed
by R & D has been introduced for the large scale manufacture for
this key intermediate in production of Ampicillin. Working in
close collaboration with Production Depdrtment the rated process

efficiencies in different steps in manufacure of 6 APA have now been
established.

(4) R & D and production Department along with M/s. Roche
Products India Limited are at present working intensively on the
technological rehabilitation of Vitamin C Plant in order to achieve
the rated plant capacity of 125 tonnes/A of Pharmacoepical grade
Vitamin C. This is expected to be completed by the middle of 1978.

) [Min. C&F O.M. 51012/2/75-DC 9-1-78]
Recommendation No. 77 (Para 8.38)

The Committte do not see any justification for huge outstanding
from private viallers to the extent of Rs. 43 lakhs, when the credit
system permits only supplies to them against advance payments.
The Committee find that instead of realising the dues of about Rs. 2
crores from the Government Departments and private viallers in
time the undertaking has obtained Rs. 2 crores as short-term loan
for working capital requirement on which it has to pay interest
charges. The Committee stress that the Governmenft/HAI, should
undertake a review of the credit arrangement obtaining so far with
a view to ensuring that such arrangements are in the best interests
of the undertaking. The Committee would also like that the billing
and recovery system should be streamlined so as to ensure realisa-
tion of outstandings within the credit periods allowed to the parties.
The Committee also recommend that in respect of outstandings in
the Government Departments the matter should be taken up with
the appropriate Governments/Ministries and amounts realised with-
out further delay.

Reply of Government

The system of billing has been streamlined by the Company.
Based on Challan-cum invoice, the final bill is prepared with which
the railway receipts are sent to the consignees. The medical stores
of the individual consignee receives the consignment, certifies one
of the copies of the bills, the receipt of the materials and then for-
ward the same to their accounts departments for passing the bill.
As a result of this the delay in payments was considerably reduced.
The final bill now reaches the party alongwith the concerned docu-
ment within a week before the receipt of the consignment.
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The company supplies to over 7000 Government institutions and
‘hospitals all over the country. Some of the supplies are made to
the Government institutions through Central Government agencies
such as Government Medical stores, against D.G.S. & D. contracts.
‘The transit time for the consignments extends upto 30 days depend-
ing upon the destination and mode of transport. The State Govern-
ment institutions have to follow certain procedures which differ from
State to State as well as for supplies under DGS & D, Inspite of
all efforts, it is found that the collection period stands a round 90
days which include about 30 days of transit time. Further measures
are being taken such as approaching the various institutions and
hospitals through the Company’s medical representatives, de-centra-
lising despatches by opening depots in various ' states in order to
reduce the transit time and approaching government authorities
directly. Collection drives are also launched from time to time
particularly after the budget sanctions are available to the Govern-
ment institutions. DGS & D has been requested to allow 98 per cent
payment against proof of despatch and this has been agreed to by
‘the DGS & D for some of the supplies. Based on this analysis, the
‘State Governments are being approached to agree for similar pay-
ment system. Some of the Government Institutions and hospitals
have also defaulted for periods ranging over 1 year and all persua-
sions have proved of no avail. The Company may be constrained to
discontinue supplies in extensive case to such defaulting institutions.

As regard collection of outstandings of bulk sales, supplies are
made to formulators against payment and this usually takes 7 days
from the date of despatch. Of late, the Company has been availing
of the Bills Discounting Scheme for sale of bulk as a result of which
cash is realised immediately.

It may be mentioned that such delays in payment by the govern-
ment institutions and hospitals takes place invariably in the case of
other formulators who supply drugs to the Government Institutions.

As a result of various measures taken as outlined above the out-
.standing as on 20th September, 1976 stood at 187 lakhs which re-
present approximately 80 days’ sale.

[Min. C&F O.M. 51012/2/75-DC 30-8-76.1
Further information called for by the Committee

"What is the position of outstanding as on 31-3-1977.
(L.S.S. letter No. 21-PU/76 dt. 8-12-1977.]
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Further reply of Government*

Latest position in respect of outstandings is as follows:—
as on 31-3-1977 Rs. 307.29 lakhs

as on 31-3-1977 .. Rs. 307.29 lakhs

as on 31-3-1978 .. Rs. 331.46 lakhs**

as on 31-3-1979 .. Rs. 375.00 lakhs** -
. [Min. of C&F O.M. 51012/2/75-DC dt. 9-1-1978.]

Comments of the Committee
Please See paragraphs 72 to 75 of Chapter I
Recommendation No. 78 (Para 8.40)

The Committee are glad to note that the company has been able
to effect a net saving in foreign exchange to the extent of over
Rs. 10 crores from 1968-69 t0-1973-74 by producing drugs which
were previously being imported. The Committee expect that the
HAL should strive to contribute more imports substitution, develop
new technologies towards indigenisation and upscale technology
already absorbed with a view to save more in foreign exchange.

Reply of Government

The R&D unit continued to make contribution towards import
substitution. For example, it developed an enzymatic process for
conversion of Penicillin to 6 APA and standardized in the pilot plant.
Based on this, a plant is being set up for the manufacture of 5 tonnes
of 6 APA annually from basic penicillin produced by the company
and this plant is expected to be completed by October, 1976. The
R&D also developed a process for enzymatic conversion of Strepto-
mycin B to A which has been successfully introduced in the plant.
The R&D unit was actively associated with the introduction of high-

yielding strain and technology in the case of streptomycin as well
as penicillin.

It may be seen from the above that the recommendation is being
implemented.

[Min. of C&F O.M. 51012/2/75-DC 30-9-76.]
Recommendation No. 79 (Paras 8.51 and 8.52)

The Committee regret to note that though the undertaking
started production as far back as 1961-62, there was neither an ac-

*Furthér reply not sent to Audit for vetting

esInformation furnished by tbe Ministry at the time of factual verifica-
tion.
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counting manual laying down the detailed procedure for compila-
tion of accounts nor was there a system of reporting the points raised’
by internal audit and action taken thereon to the Board of Directors.
It is stated that these have been introduced and implemented from
1974-75. The Committee need hardly stress that observations and
comments made by a audit should receive prompt attention of
management at all levels and necessary follow-up action taken
expeditiously. The system of cost accounting should be on scientific
lines and appraisal thereof should be included in the programme of
internal audit.

The Committee also regret to note that only partial appraisal
of the Company’s working was in the year 1974-75 in terms of the
recommendations of the Committee on Public Undertakings con-
tained in their Fifteenth Report (4th Lok Sabha) on Financial
Management in Public Undertakings which required that the func-
tions of internal audit should include a critical review of systems,
procedures and operations as a whole. The Committee emphasise
that such a critical appraisal is all the more necessary in a public
undertaking which has started losing after making profits for years.
The Committee recommend that HAL should implement this recom-
mendation which has been accepted by Government in letter and
spirit. The critical review should also receive the special attention
of the management/Board/Government who should take appropriate
follow up action.

Reply of Government.

The observations and comments made by Internal Audit receive
prompt attention of management at all levels, and necessary follow
up action is being taken expeditiously. The system of cost account-
ing has been put on scientific lines and action is being taken for
its appraisal in the programme of Internal Audit.

The function of Internal Audit includes a Review of system,
procedure and operations as a whole. The critical review will be:
submitted to the Board for taking appropriate follow up action.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.}.
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RECOMMENDATIONS/OBSERVATIONS WHICH THE COM-
MITTEE DO NOT DESIRE TO PURSUE IN VIEW OF GOV-
ERNMENT'S REPLIES.

Recommendation No. 14 (Para 2.62)

The Committee also recommend that a case study should be made
to draw suitable lessons in order to obviate recurrance of such a
situation in this or any other public sector undertaking. The Com-
mittee would like that this matter should be gone into in depth so
as to take corrective action and to streamline procedure in order
to ensure that such a situation does not recur.

Reply of Government*

The system of billing has been streamlined by the company.
Based on challan-cum-invoice, the final bill is prepared with which
the railway receipts are sent to the consignees. The medical stores
of the individual consignee receives the consignment, certifies one
of the copies of the bill the receipt of the materials and then forward
the same to their accounts department for passing the bill. As a
result of this, the delay in payments was considerably reduced. The
final bill now reaches the party alongwith the concerned document
within a week before the receipt of the consignment.

The Company supplies to over 7000 Government institutions and
hospitals all over the country. Some of the supplies are made to
the Government institutions through Central Government agencies
such as Government Medical Stores, against D.G.S.D. contracts. The
transit time for the consignment extends upto 30 days depending
upon the destination and mode of the transport. The State Govern-
ment institutions have to follow certain procedures which differ
from State as well as" for supplies under DGS & D. In spite of all
efforts, it is found that the collection period stands around 90 days
which includes about 30 days of transit time. Further measures
are being taken such as approaching the various institutions and
‘hospitals through the Company’s medical representatives, de-cen-
tralisation despatches by opening depots in various States in order

‘At the time of factuml verification, Audit informed as follows: —

“Not susceptible of verification in the absence of documentary
proof.”
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to reduce the transit time and approaching government authorities
directly. Collection drives are also launched from time to time to
the particularly after the budget sanctions are available to the Gov-
ernment institutions. DGS&D has been requested to allow 98 per cent
payment against proof of despatch and this has been agreed to by
the DGS&D for some of the supplies. Based on this analysis, the
State Governments are being approached to agree for similar pay-
ment system. Some of the Government institutiocns and hospitals
have also defaulted for periods ranging over 1 year and all persua-
tions have proved of no avail. The company may be constrained
in extreme cases to discontinue supplies of such defaulting Govern-
ment institutions.

As regards collection of outstanding of bulk sales, supplies are
made to formulators against payment and this usually takes 7 days
from the date of despatch. Of late, the company has been availing
of the Bills Discounting Scheme for sale of bulk drugs as a result
of which cash is realized immediately.

It may be mentioned that such delays in payment by the Gov-
ernment institutions and hospitals take place invariably, also in the
case of other formulators, who supply drugs to the Government
Institutions.

As a result of various measures taken as outlined above, the
outstandings have come down considerably. At the end of 1975-76,
the outstandings were Rs. 252.17 lakhs and these have been brought
down to Rs. 187 lakhs as on 31-7-1976.

In 1974, when the company was in difficult financial position due
to credit squeeze, Government also had taken up the matter with
the concerned Government institutions/Departments to settle the
outstanding quickly.

[Min. of C&F O.M. No. 51012/2/75.DC 30-9-76.]

Further information called for by the Committee
Please state whether the case study has since been made. If so,

what are the results thereof?
[LSS OM No. 21-FU/76 of 17-1-77]

Further Reply of Government

The company has reviewed the position of sundry debtors out-
standing. HAL have decided to take series of measures with a view
to bringing down the outstandings within a reasonable limits. These
are: (1) it is proposed to ask for advance payment on proof of des-
patch so that at least 90—95 per cent would be realised in 2-3 week's
time. To begin with, the Railways have agreed in principle to

: 470¢ LS—11.
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consider payment of advance against future orders; (ii) 1t is pro-
posed to make out a list of major customers who account for about
80 per cent of HAL's sales and ensure that the outstandings from
these parties are effectively chased at least once in a month by
personal contact by company's field staff. Recent addition of six
Sales Representatives is expected to facilitate this; (iii) Customers
have been approached individually wherever amounts have been
outstanding for considerably long periods requesting them to ex-
pedite payment by target date failing which interest will be charged
on the outstandings. They have been intimated that further sup-

plies would be stopped in case they would not pay by a stipulated
date.

Each Public Sector Undertaking is supposed to lay down norms
and procedures for realising outstanding of sundry debtors including
dues from Government institutions.

Position in respect of HAL nas been analysed and no case study
as such is now contemplated.

[M/C&F OM No. 51012/2/75-DC of 24-2-77]
Recommendation No. 48 (Para 3.44)

The Committee are further informed that during 1973-74 one of
the likely causes of the higher rejections was that the supplies of
glass vials were not strictly according to specifications and the
rubber stoppers did not adhere properly to the vials. They are
surprised to learn that instead of compelling the supplier to adhere
rigidly to the specifications, the glass vials deviating from the pres-
eribed specifications were accepted and the specifications of the
rubber stoppers changed to match those of the glass vials received.
They are unhappy to find that HAL agreed to compromise on
standard laid down for glass vials and accepted below specification
vials to avert cessation of production in view of the monopoly of the
supplier in this field. The Committee fail to understand as to why
HAL could not have ‘enforced the technical specifications laid down
in the contract. The Committee depreciate the lack of fore-sight
on the part of HAL in allowing such a situation to develop in which
it found itself completely at the mercy of a private sector company
for glass vials and recommend that the matter should be investigated
with a view to fixing responsibility.

Reply of Government

Over the years, M/s. J. G. Glass Industries was the only firm
to supply glass vials according to the specifications of the company.
As they’ were also sole supplier of glass vials to other major for-
mulators, they adopted standard specifications of dimension which
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deviated to a very minor extent from the specifications of HAL.
The Company prevailed upon them to adhere to the dimensions
specified by HAL. However, the firm expressed its inability parti-
cularly in view of the fact that the Government have forced them
to transfer two automatic glass vials making machines to Uttar
Pradesh where due to non-availability of power supply, these
machines remained idle for a considerable period. Enquiries made
by HAL revealed that this was a fact and it was also a fact that
Messrs J. G. Glass Industries were supplying glass vials of uniform
specifications to all the other viallers, In view of this, and in view
of the fact that M/s. J. G. Glass Industries constituted the only
source of glass vials, the company standardized the dimensions of
rubber stoppers to suit the glass vials. Such rubber stoppers were
readily available from another ancillary unit located in the Com-
pany’s estate. It should be mentioned that the standardisation of
specifications involved a very minor change in the dimension of the
glass vials, but the quality of glass vials in no way was changed and

the glass vials continued all along to conform to pharmacopoeial
specifications.

From the technical stand point, a change in specification of a
minor nature did not alter the quality or suitability of the vials in

any way whatsoever. In view of this it was a prudent management
decision.

[Min. of C&F O.M. No. 51012/2/73-DC 30-9-76.1
Recommendation No. 61 (Paras 5.36 to 5.41)

The Committee find that the company has in addition to the dis-
tributors appointed thirteen sales representatives.

Considering the performance of sales representatives, the Com-
mittee feel that they have hardly been able to justify their exist-
ance, although it is understood that Sales Representatives are one
of the media for promotion of sales. The Committee would like that
the Undertaking should go into the reasons for the poor performance
of sales representatives with a view to draw lessons therefrom.

The Committee also feel that such stray attempts at sales pro-
motion as have been made by the company so far are not likely to
make any worthwhile dent in the highly competitive market which
is at present dominated by multinational and big private companies.
Unless the products of the company are detailed to the medical
profession, unless the medical profession is convinced of the high
quality, easy availability and competitive prices of the company’s
products, and unless the net work of distributors, stockists and alse
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of the sales representatives are made result oriented, no sales pro-
motion campaign can hope to achieve the desired success. The Com-
mittee would like HAL to undertake a study in depth as to how
leading pharmaceutical firms in the country have built up their sales
organisation for efficient sale service and distribution of drugs to
customers, so that the company can take advantage of such studies
in planning its sales and distribution mechanism.

The Committee also recommend that pending the setting up of
the Central Marketing Organisation the industry should review the
working of the existing marketing agencies and functionaries spell
out their roles and targets, introduce schemes of incentives ard take
positive measures to ensure that all of them put in all possible
efforts to promote the sules of the company’s products. The Com-
mittee regret to find that even though none of the six distributors
appointed all over the country, lifted even half of the stipulated
minimum during 1968-69 and 1969-70 the company did not enforce
the refund clause in the agreement.

The Committee are not satisfied with the justification for mnot
-enforcing the recovery clause for non-lifting of minimum quantity
especially when according to Management the minimum quantity
was decided on ideal share that HAL should have in market.

The Committee are not convinced as to why inspite of the earlier
poor performance of distributors in Maharashtra and Bihar the dis-
tribution arrangement in these two States were continued. The
Committee find that even during the years 1970-71 to 1973-74, sales
effected by the distributors in Maharashtra and Bihar have been
much below the stipulated minimum. In the opinion of the Com-
mittee panel clauses which are incorporated in agreements but are
not enforced encourage the trade not to take the company seriously
and instead of providing incentive to affecting greater sales of the
company's products embolden them to ignore HAL's interests and
pay greater heed to the products of other companies which seriously
enforce such clauses. The Committee would like Government to
take immediate steps to enforce the panel provision and effect the
recovery of due. The Committee would also like Government to go
into the causes of the poor off-take of distributors. The Committee
recommend that HAL shou'd impress upon the distributors the need
to take serious interest in promoting the sales of its products and to
make it known to them that if they do not discharge their obliga-
tions under the agreements, not only the panel clauses will be en-
forced but the award of distributorships to them may also have to be
reviewed. This is all the more necessary now when HAL is poise”
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for entry in the open market at a much bigger scale. The Com-
mittee are not sure whether proper distributors were selected by
the Undertaking to promote the sales of its products. They wouiu
like the undertaking to select established distributors who have
standing and experience in the field for marketing its products.

Reply of Government

Up to 1975-76, the company, in all had only 13 sales Representa-
tives. The main function of the Sales Representatives was to pro-
cure orders from Govt. Institution/Hospitals, to follow up deliveries,
pursue the settlement of bills, attend to complaints and expedite the
collection of outstandings. This sales force was the bare minimum
that was necessary to service an annual sale turnover of around 6
crores of formulations to about 7000 Govt. Institutions/Hospitals
spread all over India, particularly in view of the keen competition in
sales to institutional consumers. Their participation in sales to trade
was incidental, but not their main pre-occupation. In view of this,
any conclusions drawn on the performance of sales, representatives
in trade sales alone may not give a proper assessment of their per-
formance.

The marketing organisation of HAL was studied by an inter
Ministerial Committee constituted by BPE, which made compre-
hensive recommendation in 1971 to build up a marketing organisa-
tion for the company. The company has also examined the possibility
of utilising the marketing organisations of the other public sector
undertakings. The company has also held discussions with some
established private marketing organisations. The Board of Directors
have examined the various possibilities and decided in 1976 to
strengthen the marketing organisation of the company in a phased
manner. The company is also in constant touch with the marketing
trends in the country both in the private and public sector, with a
view to formulate its own marketing stretegy. Puruent to the
decision of the Board in 1976, the company is strengthening the sales
organisation in a phased manner. The immediate object is to handle
50 per cent increase in sales turnover targeted for 1976-77 compared
to that of 1975-76. The company has also formulated incentive
shcemes to enter trade with the assistance of outside agencies. The
role of the sale representatives and the functionaries in the sales
organisation has been clearly spelt out, and their performance is
being monitored. Sales conferences are held from time to time to
co-ordinate their activities and to further the marketing strategy
of the company. Incentives are also offered to the sales personnel
showing outstanding performance.
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As the Committee has observed, the trade sales of formulations
constitutes a highly competitive field dominated by multi-national
and big private companies. These concerns, in most of the cases,
have their own marketing organisations whereby the storage, dis-
tribution and detailing are carried out throughout the country by
the concerns themselves. In some of the cases, the Firms appoint
various distributors to store and distribute their formulations. Even
in these cases, the manufacturing company maintains a sales force
for detailing its products to medical profession and creating the
demand. As HAL did not have any sales force for deployment in
trade sales, it tried a regional distributorship arrangements, on an
experimental basis, for selling in trade. In all the cases, certain
minimum sales targets were fixed with a view to motivate the dis-
tributor to exert his utmost to attain the maximum sales turnover.
However, this experiment was successful only partially, as it could
not be backed by the requisite sales force for detailing the products
to the medical profession and for procuring orders. The Board of
Directors of HAL have reviewed the question in depth during June,
1974, and decided to waive the enforcement of recovery clause for
non-lifting of the minimum quantity stipulated, since it was beyond
the control of the latter to penetrate into the highly competitive
trade field.

In other words, detailing of the formulations to the medical pro-
fession and creating demand is invariably done by the drug manu-
facturing unit itself. As HAL had only 13 sales representatives and
they were the bare minimum required to service the sales of for-
mulations to Govt. Institutions and hospitals spread all over the
country, the company launched, as an experimental measure, the
appointment of regional distributors. The regional distributors are
elected by inviting offers through advertisements in the press. In
all, six regional distributors were selected and a minimum sales
target of Rs. 5 lakhs was fixed in each case, with the anticipation
that it would be possible for the distributors to attain this target
with a reasonable period. However, in actual practice it was found
that it was indeed difficult to make a significant dent in the trade
without the necessary sales force for detailing the company’s pro-
ducts and to establish their superiority over the similar drugs with
brand names marketed through high pressure salesmanship by the
multi-national companies. In view of this, four distributors out of
the six found it absolutely uneconomical to pursue this and relin-
quished the distributorship on their own accord.

The distributors of Bihar and Maharashtra showed some promise
and continued the distributionship. Even in these cases, they failed
to reach the minimum target since it was beyond their control to
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penetrate the highly competitive fleld without high pressure detailing
strategy. The enquiries made by the company revealed that the
distributors in each and every case had no other products similar to
those manufactured by HAL and they made serious attempts to
market the same, but due to reasons mentioned abowe could not make
much headway. Pending the creation of a marketing organisation
.of HAL, alternate sources were explored with a view to find agencies
for marketing HAL’s products on the distributorship/stockistship
basis. The main aim of the company was to attract some competent
parties tp create demand for company’s products, so as to attain a
reasonable share in the market. Five parties were appointed for
marketing formulations after making on-the-spot assessment of their
standing and capabilities. It may be noted that as a result of these
efforts, one of the distributors has crossed the Rs. 5 lakhs target
fixed even within the first half of 1976-77. The remaining four are
expected to cross the target during the year.

The company has also contacted established distributors with &
view to undertake storage and distribution work for the company.
They include M/s. Voltas, Parry & Co., Rallis India and M/s. Chika
Limited. Some of the parties were not willing to undertake distri-
butorship for the company’s products since they were already handil-
ing similar products manufactured by other competitors. The other
parties wanted the entire sales volume of the company including
the sales to the Government to be handed over to them, and this
was considered not in the interest of the company since the company
all along sold to the Government Institutions and hospitals directly,
and appointing an intermediary at this stage could only mean pay-
ing commission to the latter without getting corresponding advan-
tage. Further, these Firms also insisted on HAL having its own
sales force for detailing its products.

[Min. of C&F O.M. No. 51012/2/75-DC 30-9-76.]
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RECOMMENDATIONS/OBSERVATIONS IN RESPECT OF
WHICH REPLIES OF GOVERNMENT HAVE NOT BEEN
ACCEPTED BY THE COMMITTEE

Recommendation No. 6 (Para 2.28 to 2.29)

The Committee also recommend that a case study of the manu-
facture should be undertaken, so as to determine the national loss
due to not keeping pace with the technical developments in improv-
ing the strains. The Undertaking should draw appropriate lessons
from this experience in order to obviate recurrence of such a
situation in pharmaceutical and other industries, where technological
changes are rapidly taking place.

The Committee suggest that a study should be made and a
report prepared once a year comparing the output and technology
used in the Undertaking with units in the country and if possible
with efficient units outside the country, and considered in depth by
the Board of Directors who should give their recommendations for
improving efficiency and production.

Reply of Government

The Company is keeping itself abreast of the developments tak-
ing place in the technology. When such an improved strain along
with the associated fermentation technology was available, the
company with the approval of Government concluded the agreement.
Works is now in progress for achieving the desired results and
stabilisation thereof. '

The potency of the strains now obtained by HAL from Toyo Jozo
of Japan is far superior to the ones presently available with the

other Indian firms.

The status of technology of various products of the company is
constantly kept under review. While doing so, the comparative
statistics of output and technology to the extent available, are made
use of so as to arrive at a correct assessment.

Further information called for by the Committee

Has the case study been conducted?
(1.S.S. OM No. 21-PU/76, dt. 17-1-77)
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Further Reply of Government

As stated earlier the company is keeping itself abreast of the-
developments taking place in the technology and making all effort to-
secure improved technology and strains as and when available.
For instance the company has already obtained and introduced im-
proved strain and techndogy for the manufacture of Streptomycin
and Penicillin from M/s. Glaxo (UK) and My/s. Toyo Jozo (Japan)
respectively and are in the process of introducing improved tech-
nology for the manufacture of Vitamin ‘C’ obtained from M/s. Roche
Products.

A study in respect of company’s output and technology used in
the undertaking with the units in the country appears to be not
feasible as the results of operation/data in each of other units in
the country and outside are not available for comparison. The
status of technology of various products of the company is, how-
ever, constantly under review. Comparative statistic of output and
technology to the extent available are made use of for correct assess-
ment.

In the above back-ground case study as recommended by the
Committee may not be feasible.
[Min. of C&F O.M. No. 51012/2/75-DC 24-2-77.]

Comments of the Committee
Please See paragraph 4 to 9 of Chapter 1.
Recommendation No. 17 (Para 2.105)

The Committee would like the Ministry to examine critically in
consultation with the authorities concerned as to how far the action
of Mercks in not informing HAL about the improved strain was
correct with reference to terms of collaboration agreement, so that
suitable action may be initiated by HAL. The Committee also see
no justification for the delay of 4 years on the part of HAL in depu-
ting its officers to Merck & Co., when it was known that Mercks
was getting higher titre even from 1967 and when the agreement
gave the right to the officers of the company to visit the plant once
a year. As admitted by HAL even the question of delay and negli-
gence in this regard has not been investigated so far.

Reply of Government

The Government propose to examine critically in consultation
with other concerned, the reasons for the delay on the Part of HAI
in not deputing its officers to Mercks. Before doing so, it is proposed
to get an investigation done by the Board.

[Mir., nf C&F O.M. No. 51012/2/75-DC of 30-9-76.}
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Further infosmation calied for by the Committee
‘What is the delay?

[L.S.S. O.M. No. 21-PU/%6 of 17-1-71.]

Further Reply of Govenment

The investigation contemplated by th¢ ‘Board has also been taken

wp by the Board of Directors of HAL/ Their report is, however,
awaited. '

(M/C&F OM No. 51012/2/75-DC of 25-2-71.)
Further information called for by the Committee

Has the investigations into the ressons for delay on the part of
‘HAL in deputing its officers to Mercks and not keeping itself con-
eurrently informed of the improveménts in the strain of Streptomy-
-«ein been completed? If so, has the responsibility been fixed.

[L.S.S. O.M. No. 21-PU/76 of 8-12-717.]

Further Reply of Government*

The Board had examined the matter and the minutes of the
meeting held on the 3rd March, 1977 containing their views are re-
produced below:

According to the contract, Merck & Co. were only required to
keep HAL informed of any new improvements made by them in the
process of sub-cultures for the production of Streptomycin. In this
particular case, according to them, no such improvement had been
achieved in their own laboratories, but they had purchased an im-
proved strain from Glaxo who made a break-through in this
regard. In view of this, Merck’s failure to inform HAL about the
improved strain cannot be held to be incorreet in terms of the
contract.

Upto the year 1969, Merck’s performance in terms of titres
achieved showed. a slight improvement with fluctuations up and
down, but there was no dramatic increase warranting special en-
quiry, during the same period, there was some decline in the pro-
duction performance of HAL, but this was stated to be the result of
import substitution measures in raw materials. It was only in 1970
that the results obtained by Mercks showed a significant increase in
titres obtained in comparison with previous years, and when this
was noticed HAL deputed two officers in 1971, in order to find out

‘Further reply not sent to Audit for vetting.

——
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what improvements had been carried out by Mercks 1or getting
better yields.

(M/C&F O.M. 51012/2/75-DC dt. 9-1-78.)

Comments of the Commitiee
Please see paragraph 10 to 14 of Chapter 1.

Recommendation No. 18 (Para 2.106)

In the opinion of the Committee it should be the specific re.
ponsibility of Management, more specially of the heads of Research
and Development and Production to keep themselves fully posted
with the performance of similar units in India and abroad particular-
ly of the collaborators. The R & D should also keep a close watch on
the trends of requirements of the undertaking with a view to taking
timely action fo regulate modify/diversify the pattern of production.
The Committee deprecate the complacency and the negligence on
the part of HAL in not keeping itself concurrently informed of the
-developments and improvements in the strain of streptomycin by
Mercks. The Committee recommend the Government should in-
vestigate the matter and fix responsibility for the lapse.

Reply of Government

Please see reply of recommendation Nos. 64—67 in regard to res-
tructuring the R & D division to made it project oriented.

As regards investigation please see reply to Recommendation
No. 17.

(Min. of C&F OM No. 51012/2/75-DC dt. 30-9-76)

’ Farther Reply of Government

The Board of HAL had examined this also and their views are
reproduced below:

The Board noted that the management of HAL had been en-
devouring to keep itself abrest of developments in India and abroad
by organising sympeosia, deputing personnel to seminars and sym-
posia in India and abroad, subscribing to over 40 foreign journals
in the field of antibiotics and allied subjects. However, the infor-
mation relating to productivity particularly in the field of antibiotics
is highly secretive and is not readily divulged by the firms concern-
ed. It is only as a result of the efforts made by the Company that
it was able to locate and obtain improved technology in the case of
Penicillin recently. As regards ‘the question of keeping itse!f in-
formed of the developments and improvements of Mercks in the
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manufacture of Streptomycin, this i8 covered in reply to recom-
mendation No. 17.

(Min. of C&F O.M. No. 51012/2/75-DC of 9-1-78.)

Comments of the Committee
Please see paragraphs 10 to 14 of Chapter I.

Recommendation No. 24 (Para 2.164)

The Committee note that on the basis of a process developed bj
NCL for production of Vitamin C in 1960 a preliminary project
report for a capacity of 50 tonnes per annum was prepared in June,
1960 for establishing the capacity in HAL after the management of
HAL was satisfied about the successful trials of production in the
NCL laboratory as well as in NCL pilot plant. Since Vitamin C was
already under production in the country, the Committee feel that
Government should have made a thorough evaluation of the techno-
logy and cost of production before the go-ahead order was given. The
Committee find that in February, 1963 in an interministerial meeting
it was decided that since HAL had no experience in the manufacture
of Vitarnin C, HAL should first establish pilot plant. This was again
confirmed an interministerial meeting in July, 1963 where it was de-
cided that the pilot plant should be established in about 4 months and
a joint report with NCL about pilot plant runs should be submitted
to Government by January, 1964. It was also decided that a decision
regarding large scale production should be taken after a technical
committee appointed by Government had examined the joint report
by HAL and NCL. The Committee fail to understand as to why the
techno-economic evaluation of the project based on the joint report
of HAL and NCL was not undertaken as envisaged earlier and a
decision was taken by Government without making sure of upscaling
the technology or examining the cost. The Committee would like
that this aspect should be investigated and responsibility fixed for

the lapse,
Reply of Government

The recommendation of the Committee has been examined in this
Ministry. In an Inter-ministerial meeting held in the former Ministry
of Comrnerce and Industry on the 14th February, 1963 to consider the
proposals of HAL for setting up Vitamin ‘C’ and Hamycin Projects
in their existing undertaking at Pimpri, the following decision was
taken in regard to the Vitamin ‘C’.

“Since HAL have no experience in the manufacture of Vitamin
‘C’ they should first establish a pilot plant which will cost
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Rs. 2.3 lakhs of foreign exchange in the shape of machi-
nery. Exact requirements of foreign exchange and the
rupee expenditure will be worked out by HAL and indi-
cated to the Ministry of C & L”

No representative of CSIR attended the meeting but immediately
represented to e Ministry of C & I and the NCL had completed
their work on tye pilot Plant production of Vitamin ‘C’ as early as
1961 and that it Was only after the completion of the pilot plant work
that the laboratory approached the interested parties for putting up
a commercial plant. Thus it was mentioned, the technical and eco-
nomic aspects of the process have been evalued, tested and the
project was ripe for industrial utilisation.

The Planning Commission also simultaneously took:up this matte.
with the Ministry of C & I. The then advisor (I&M) Planning
Commission wrote to the Secretary (C&I) vide his letter of 12-3-63
pointed out that the Planning Commission had approved this project
for implementation and felt that doubts and hesitations of the kind
that have been manifested in this case were not at all healthy and
there should be some finality. Also once a carefully considered
decision was taken it ought to be implemented and that from this
point of view and because formalities including Government’s sanc-
tion have been completed, the Planning Commission felt that Vitamin
‘C’ project should not be lightly abandoned in favour of other items
like hemycin etc. also stated that the implementation of Vitamin ‘C’
scheme was necessary to reach the third Plan target and also pointed
out that several months have been lost.

In view of these representations a further inter-ministerial meet-
ing was held on 5-7-63 and the following decisions were taken 1n the
above meeting:

(a) HAL undertakes to arrange for pilot plant runs of Vitamin
‘C’ from Sorbitol (or Glucose, if equipment and process
become available) on the scale of 15 to 20 kg. per day.

(b) HAL undertakes to set up the plant required for this pur-
pose in about four months.

(c) HAL will complete pilot plant runs and submit a joint
report with NCL to the Government by January, 1964.

(d) Before the pilot plant runs are undertaken, NCL will
supply to HAL full particulars regarding the process con-
ditions for all the individual stages.

{e) The pilot plant runs will be undertaken at HAL under
the joint supervision of HAL and NCL.
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(f) The data collected during the pilot plant runs will be
continuously exchanged with NGL and mutual consulta-

tions will be held to enable the plant to be run smoothly
and uninterruptedly. ‘

(8) The pilot plant work will be regarded as satisfactory when
the conversions mentioned in the HAL project report of

1960 are achieved over an unintertupted and continuous
runs of at least 10 days. '

(h) The decision regarding undertaking large scale production
of Vitamin ‘C’ by HAL, will be taken after the above work
is completed and if necessary after the joint report has

been examined by a Technical Commitiee appointed by
the Government.

(i) HAL will have the first refusal for the process and for
collaboration with N.R.D.C. for its exploitation.

The Joint Report which was completed in the later half of 1965
inter alia made the following observations in their report:

“On the whole, it could be stated that the efficiencies indicated’
in the original report have, by and large, been achieved,
and there is every justification to expect that in properly

designed and installed production plant, this could be
bettered”.

It will be seen from the above that the Joint Report had been
made a favourable report on the trials of Vitamin ‘C’ Pilot Plant and
hence it was then not considered to have a further technical or eco-
nomic evaluation of the project based on the Joint Report of HAL
and NCL. It may also be mentioned that a number of years was
lost in making the Pilot Plant trials and seeking Government's
approval and in the meantime the private sector Company which
was the only monopoly producer was making progress in the manu-
facture of Vitamin ‘C’. It may be mentioned that it was in their
eagerness to produce Vitamin ‘C’ as early as possihle that the Com-
pany and Government went ahead with the implementation of the
Vitamin ‘C’ project for 125 tonnes capacity.

Unfortunately however, the operation of the plant did not yield
the desired results on a commercial scale. Government thereafter
considered the whole matter afresh and appointed a Task Force to
study the problems involved in the matter and report/recommend
after thorough examination a suitable course of action to retrieve the
plant already installed for achieving rated capacity production.
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In view of the above background, we are sure that the Committee
nay like to re-evaluate the position as investigations under the cir-
cumstances does not appear to be necessary.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.)

Comments of the Committee
Please See paragraphs 15 to 19 of Chapter 1.

Recommendation No. 25 (Para 2.165)

The technology for Vitamin C which was developed in 1960 is
stated to be obsolete in today’s context. While the Committee are
all for affording every encouragement to indigenous know-how, the
Committee now hardly stress that every prudent care should have
been taken to have selected the appropriate technclogy and no efforts
should have been spared to critically evaluate the same before {aking
the investment decision.

Reply of Government

The chances and scopes for adoption and function of locally deve-
loped technology would fade if only the tried and established techno-
logies were to be taken up. There is always a risk involved in
adopting a newly worked out technology especially in the field of
chemicals manufacture involving several steps of operation. Since in
the present case, the technology was developed in a National Labo-
ratory, it was considered that the risk was worth taking.

[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-8-76.]:

Comments of the Committee
Please see paragraphs 15 to 19 of Chapter 1.
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RECOMMENDATIONS/OBSERVATIONS IN RESPECT OF WHICH
FINAL REPLIES OF GOVERNMENT ARE AWAITED
Recommendation No. 56 (Paras 4.27 to 4.35)

Pricing Policy:

The Committee note that the cost of production of various bulk
drugs and formulation by HAL has more than doubled since 1966-67
in most cases and the cost of production of many items has been

~higher than the selling prices fixed by the Government. The Com-
‘mittee recommend that the undertaking should take concerted
measures to reduce its cost of production by better utilisation of the
capacity, improving its efficiency and controlling rejections and eli-
minating all wastages.

The Cominittee recommend that the Government may expediti-
ously examine the various aspects of the pricing of bulk drugs and
formulations in the light of the Reports of the Bureau of Industrial
Costs and Prices and the Assurance given by the Minister in the
House about Hathi Committee’s recommendations and evolve a pric-
ing policy by which the public sector should play a dominant role in
drug industry by making essential drugs available both to the hospi-
tals and the common man at most competitive prices. The public
.sector should also have appropriate blend of bulk and fomulations
80 as not to make losses, but generate adequate margin on capital in-
vested to make itself reliant and growth oriented.

The Committee note that the assurance given by the Minister on
the floor of the House in regard to the price of essential drugs and
stress that in so far as essential drugs are concerned their prices should
not go up. In order to keep the prices of essential drugs lower and
within the reach of the common man, the Committee would also
like Government to consider the feasibility of introducing a dual
taxation structure so that essential bulk drugs may be given conces-
sions in the rates of customs and excise duties and the resultant loss
in tax receipt off set by increasing the duties on non-essential drugs,

Reply of Government

As a result of implementation of various time-bound measures
such as introduction of new strain and technology to ingrease pro-
ductivity, utilisation of higher capacities, reduction of wastages, and

168



169

improvement in efficiencies resulting in lower consumption of raw
materials per unit of production, the unit of production has come
down in the case of perﬁbﬂlin products as can be seen from the
following:—

Base 1973-74 =200

197475 1975-76 1976-77 1977-78

Penicillin G. first crystals . . . . 141 128 137 131
Penicillin V first crystals . . « 139 132 89 64
Potassium Penicillin G Bulk . 137 135 131 140
Sodium Penicillin Bulk . . 134 130 132 1504
Procaine Penicillin Bulk . . .. 145 141 156 14
In the case of Streptomycin, although production was mar-

ginally lower in 1975-76, due to 40 per cent power cut, during some
months and although the cost of inputs such as wages, furnace oil,
power and raw materials has gone upto a considerable extent, the
cost of production remained the same at the index 177 (1973-74 base
100) in 1975-76 as compared to 1974-75 as a result of implementation
of various measures as indicated above,

Based on the recommendation of the Bureau of Industrial Costs
and Prices the Manufacturers of Penicillin and Streptomycin, which
are two major products in the production range of HAL were given
price increases in the last quarter of 1975-76 compensate the manu-
facturers for escalation in material costs and other input costs. With
a view to make the essential drugs available to the consumer at
cheap prices, the question of reduction of excise duty on certain in-
termediates which are used for the manufacture of essential bulk
drugs is also under examination of the Government.

The report of the Hathi Committee is still under the consideration
of Government and decision is likely to be taken soon.
[Min. of C&F O.M. No. 51012/2/75-DC dt. 30-9-76.]

Further Information Called for by the Committee
(a) What is the latest position regarding reduction of excise
duty on intermediates?

(b) What is the decision of Government on the recommenda-
tion of the Hathi Committee Report in this regard?
[L.S.S. O.M. No. 21-PU/76 dt. 14-3-77.]

4794 LS—;2
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Further reply of Government
(a) The matter is still w«der the consideration of Government.

(b) The pricing policy of drugs proposed for adoption on the
basis of the recommendations of the Hathi Committee is
also under the consideration.

[M/C&F O.M. No. 51012/2/75-DC dt. 9-5-77.]
Further information called for by the Committee

Has a decision been taken on the issue of reduction of excise duty
on certain intermediates used for the manufacture of drugs with a
view to making the essential drugs available at cheap prices? What
decision has been taken on the Hathi Committee Report in this re-
gard?

[L.S.S. O.M. No. 21-PU/76 dt. 8-12-77.]

Further reply of Government*

All these issues are still under consideration of Government, in
the context of the Hathi Committee's recommendations. A decision
on the Hathi Committee's recommendations is likely to be taken
very early. '

[Min. of C&F O.M. No. 51012/2/75-DC dt. 9-1-78]

Additional reply of Government

The pricing policy of Government on the basis of the recommen-
dations of the Hathi Committee has been decided and this is con-
tained in paras 44 to 68 of the Statement laid on the Table of the
Lok Sabha on the 29th March, 1978. (See Appendix XII).

As regards rationalisation of Taxes, the matter would be pursu-
ed with the Ministry of Finance.

[Min. of PC&F O.M. No. 51012/2/75-DC dt. 1-12-78]

\

Comments of the Committee
Please see paragraphs 50 to 57 of Chapter 1.
Recommendation No. 59 (Paras 5.19 & 5.20)

The Committee had in paragraph 5.79 of their 40th report on
“Role and Achievements of Public Undertakings'’ presented to
Parliament in September 1973, recommended that Government
should evolve, if possible, a centralised sales and marketing set-up

*Further reply not sent tv Audit for vetting,
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for each type of industries and, if that is not possible, at least for
specified products which are manufactured by more than one Public
Undertakings. The Ministry has stated that the aspects concerning
creation of one more marketing organisation in big way will have
to be gone into in greater depths. The Committee feel that the
Government have already taken over 2} years to take a final decision
about the shape and size of the centralised marketing set up for HAL
and IDPL ‘even though the need to strengthen the marketing orga-
nisation has been accepted in principle. They would like the Gov-
ernment not to lose any more time to decide about the set up of a
central marketing organisation which would not only be economi-
cal but would also lead to greater co-ordination evolution of effec-
tive sales strategies and development of expertise in the fleld of
sales and management. The Committee also stress that there should
also be a regular feed back of market intelligence so that the Under-
taking may plan regulate its production/sales operation accordingly.

Reply of Government

In pursuance of the recommendation of COPU on IDPL, a Com-
mittee was appointed to investigate into the problem of S.I.P. of
IDPL. The Committee has submitted the report and in one of the
recommendations, it has been suggested that the S.I.P. may be de-
linked from IDPL. The recommendation if accepted, would in-
volve a reorganisation of IDPL and possibly HAL also. Pending a
decision on the overall changes, the matter concerning marketing
reorganisation cannot be decided upon in isolation. However, the
Board of Directors of HAL have already improvised upon the man-
agement that a link up with the marketing organisation of Smith
Stanistreet and Co. on the one hand and of IDPL on the other
should be pursued. This is being attended to. The allocation of
streptomycin which is on the .production range of both IDPL and
HAL is being issued presently by IDPL. Therefore, an introduc-
tion of marketing in a very limited way has been under way for
some time.

[M/C&F O.M. No. 51012/7/75 dt. 30-8-76.]
Further information called for by the Committee

What action has been taken in regard to introduction system of
regular feed back of market intelligence?

What have been the effect of link up with the mgrketing orga-
nisation of Smith Stanistreet & Co. and IDPL?
{L.S:S. O.M. No, 21-PU/76 dt. 14th March, 1977.]
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Further reply of Government

HAL have at present 20 representatives on their Marketing
Organisation, of which 6 representatives are exclusively for trade
for getting market information. These 6 representatives are working
in Bombay, Ahmedabad, Jodhpur, Delhi, Kanpur and Patna areas.,
The remaining representatives are working for Government business
in Delhi, Haryana, Punjab, U.P., West Bengal, Madhya Pradesh,
Maharashtra excluding Bombay City, Hyderabad, Secunderabad,
Andhra Pradesh and Tamil Nadu.

From the representatives who are working for Trade, informa-

tion regarding new products competitors’ product/activities, etc.,
are collected and compiled.

Doctor’s Cards are also maintained for representatives working
for Trade and from these cards list of Doctor as per classification
like Gynaecologists, Children Specialist, ENT Specialist, etc., are be-
ing prepared for collection of market information as well as for
mailing.

For the representatives working in Government Business, Master
Cards for important Hospitals are maintained and information of past
consumption. Orders received, payment outstanding etc., are re-
corded and used for feed in/feed back information for representa-
tives. Similarly information regarding new products, consumption,
pack price, manufactures is collected from these important Hospi-
tals.

At the meeting of the Board of Directors of HAL held on 29-11-73
a suggestion was made that HAL may enrol itself as a member of
the Operations Research Group of Sarabhai on payment of necessary
fees. There were certain advantages in the information that would
be made available by O.R.G. Due to actute shortage of funds it was
not possible for HAL to take membership of O.R.G. against pay-
ment. The question of obtaining membership of O.R.G. will be
examined further.

Discussions with Smith Stanistreet & Company Ltd., regarding
the marketing operation are in progress, but no final tie-up has yet
been worked out.

[Min. of C&F O.M. No. 51012/2/75-PL dt. 9-5-77.]
Further information called for by the Committee

Has a decision been taken on a centralised sales and marketing
set up of IDPL and HAL?

[L.S.S. O-M. No. 21-PU/76 dt. 8-12-77.]
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'Further Reply of Government

The Ministry of Chemicals and Fertilizers, Government of India,
New Delhi, has constituted a working group comprising of the follow-
ing vide their communication No. L-38023 (35)/77-DC dated 17-9-77,
to consider the matter for marketing of drugs produced by IDPL,
HAL and Smith Stanistreet.

1. Joint Secretary (Drugs) Ministry of Chemicals & Fertilizers
2. Chairman & Managing Director, IDPL (Convenor)
3. Chairman & Managing Director, HAL
4. Chief Executive of M/s. Smith Stanistreet & Co.
The Committee have had initial sittings and an interim note has

been prepared. The Committee will meet again in January 1978
and make their final recommendations to the Ministry.

(Min. of C&F O.M. No. 51012/2/75-DC dt. 9-1-78)

Comments of the Committee
Please see paragraphs 58 to 61 of Chapter 1.

New DEeLnI; JYOTIRMOY BOSU
April 2, 1979.
Chaitra 12, 1901 (S). Chairman,

Committee on Public Undertakings.



APPENDIX I

(Vide reply to recommendation at S. No. 8)

COPY OF LETTER NO. L-55013(3)/76-DC DATED 24-3-1976 FROM
SHRI V. RAJAGOPALAN, US, TO SHRI C. N. CHARI, MD-HAL
REGARDING FIXING OF TARGET OF PRODUCTION

We find from the material furnished by you vide your letter
No. IE/MD/121-A/5043 dated 8-3-1976 for inclusion in the monthly
summary for the Cabinet for the month of February, 1976 that
whereas the Annual Budgeted Production remains unaltered, the
Budgeted Production for the each month is altered by the company.
We do not know the reasons for this variation. I would also like
to point out that in one of the review meetings, it was decided the
Budgeted Producticn once fixed should not be revised by the Coem-
pany unilaterally. 1, would request you to kindly note this in future
The production of the company should be analysed only on the basis

of the budgeted production fixed before the commencement of the
year.
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APPENDIX I
(Vide reply to recommendation at S. 9)

COPY OF MINISTRY OF CHEMICALS & FERTILIZERS LETTER
NO. L-51012(2) /76-DC, DATED THE 12TH OCTOBER, 1976, TO
THE MANAGING DIRECTOR, HAL, REGARDING ACTION
TAKEN ON THE RECOMMENDATIONS OF THE 80TH RE-
PORT ON PUBLIC UNDERTAKINGS ON H.AL.

I am directed to forward herewith two copies of the replies to
the recommendations made by the Committee on Public Under-
takings in their 80th Report on HAL required on the basis of the
materials furnished by you after discussions with the officers of HAL.

You are requested to place the replies before the Board of
Directors in their next meeting. It will be seen therefrom that the
following matters referred to in the recommendations of the Com-
mittee have to be investigated by the Board.

Recommendation No. 1.—Delay in the installation of extractors
and fixation of responsibility for the delay.

Recommendation No. 17.—Delay on the part of the HAL in deput-
ing its officers to M/s. Merck & Co. in regard to the supply of know-
how and strains by M/s. Merck to HAL for the manufacture of

Streptomycin.

Recommendation No. 1§.—The R&D not keeping a watch on the
trends of requirements of the Undertaking with reference to pro-
duction and HAL not keeping itself informed of the developments
and the improvements in the strains of Streptomycin by Mercks.

Recommendation No, 28.-—Manufacture of Aureofungin without
examining the efficiency and without obtaining any commitments of
indents from State Governments.

Recommendation No. 63.—Export of the products of the com-
pany through M/s. Unichem and investigation into the terms &and
conditions and arrangements entered into by HAL with M/s.
Unichem and whether the interest of the undertakings was taken
into accounts.
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Apart from the investigation to be made by the Board of Direc-
tors, there are many recommendations on which cempany has to
take further necessary action. These are also indicated below:—

Recommendation No. 7.—Review of the standards for extraction
of efficiency and yield and fixation of: realistic standards for assessing
the performance.

Recommendation No. 9.—Exertising proper and effective system
of control over different stages of production with reference to the
protocol laid down therefor.

Recommendation No. 11.—Comparative economics of replace-
ment of equipment in piece meal vis-a-vis wholesale substitution of
equipment with reference to new strain and technology to be
examined,

Recommendation Nos. 15 and 21.—Strict adherence to the pre-
ventive maintenance protocols and adhering to the recommendations
of the Committee of Board of Directors,

Recommendation No. 16.—Revision of the norms for harvesting
in order to evaluate the efficiency of harvesting operations.

Recommendation No. 20.—Review of the production performance
of Streptomycin with reference to new strains and revision of the
standard efficiency and capacity so that evaluation of production
could be done in a meaningful way.

Recommendation No. 32—Efforts to be made Ly the company
to bring down the rejections in the case of bulk drugs.

Recommendation No. 35.—Measures to be taken to avoid despatch
of sub-standard drug to the market and consequent withdrawal re-
sulting in loss of the company. ‘

Recommendation No. 37.—Increase in the value of excess con-
sumption of raw material and inclusion of a statement of variance
along with the action taken in the monthly/quarterly financial re-
view to be placed before the Board of Directors.

Recommendation No. 38.—Revision of the standards of raw
materials consumption in the case of penicillin after the introduction
of new technology.

Recommendation No. 39.—Supply of measuring control instru-
ments along with the machines/equipment that may be supplied by
the manufacturers as an integral part of the machines in consulta-
tion with public sector undertakings
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Recommendation No. 50.—Review of norms for spillage and over-

ages by the R&D for the purpose of assessment of the efficiency of
the vialling operations.

Recommendation No. 51.—Watch on the percentage of spillage
and overages so that suitable remedial steps may be taken in time
to keep them within the norms fixed for the purpose.

Recommendation No. 53.—Review of the constraints in the mar.
keting of tablets and capsules and examining the reasons for the °
under-utilisation of their capacity through the Board of Directors.

Recommendation No. 70.—Examining the possibility of reproces
sing the quantity of Aureofungin remaining in the stocks with the
company.

Recommendation No. 72.—Submission of a report giving details)
justifications for the steep rise in inventory during 1974-75.

Recommendation No. 73.—Investigation into the possibility of

improving productivity and taking measures to bring it to the
optimum level.

Recommendation No. 79.—Submission of critical review by the
Internal Audit into the systems/procedures and operations of the

Company to the Board of Directors for taking appropriate follow-
up action.

These are some of the recommendations on which further action
has to be taken by the company. You are, however, requested to
examine the entire recommendations and replies and take necessary
action as recommended by the Committee and by Government. The
progress in this regard may be intimated to this Ministry from time
to time. The Board may please be requested to investigate into
some of the recommendations of the Committee detailed above

within a period of three months and submit their report to Govern-
ment.

Yours faithfully,
Sd/-
(B. K. Keayla).



APPENDIX ImI

[Vide reply to recommendation at S. No. 47]

The percentage rejections of vialled formulations.

1976
Product 1974-75 1975-76

April May

1. Penicillin G Sodium 5 lacs 11°97 3-20 7°0 16
2, Penicillin G Sodium 10 lacs 7°45 4+80 Nil Nil
3. Procaine Fortified with Sodium 4 lacs . 5°12 2-60 24 55
4. Procaine fortified with Sodium 20 lacs . T g2 Ni) 5°4 Nil
5. Streptopenicillin halfgram . . . 4°81 0°q0 Nil Nil
6. Streptopenicillin one gram . . . 2°53 2°40 Nil Nil
"9, Streptomycin 1 gram . . . . Nil 2°10 2:6 Nil

178



179

*syeonnaoew

oef 1£.95 soe| oe[s.z -reqd 10 Apsom
- e S 9.-Lz vy sy e po S[elA lxquy pue
panfeA‘sou  je panfea -nfea ‘soN UIAI3  JuT] JwWr] epog  oULG)  Awquiog ‘PI] SIOM .
‘u[mg1l ‘sou ‘ujw 01 ‘upm¥.1 gS1 of1 ION  puU®  NEISOION ot e[  ITeA SN T
‘PRWT  speann
-oeulreyq P sdnuqq
Uelpda]  jo  sodw
-uambax 1 S
330w A[vy waq sey
(dn)vaavag zip
wany  ssepn 8 ‘soejL¥.g1 5o 25.GE
i Py on i Rad sy E
-oiIqhiuy  umwpury panjea panpea
0) S[®IA [edIINROTW “SON “SON
-reyd  jo sorpddns ‘upm z upw SE€ JI1L )
Jo  3umos aqy jo adK 1 spep % sopuog "ou  "EU00 ‘PI] SANSNP .
3uo st 3ruf) ssep) 8 9L4-5L61 SL-¥L61  LS1 zoz og1 [eonnoorureyd (e) -urwrooz -uy svern) ST S/
Y 11 ot 6 g L 9 [ 14 € T 1
(*soN -uqm ur) (-sou “urw ur) o
6 L6 GL61 ¥L61 ) palresug °N
— 9461 SL61 $L61 9L61 e josdy ol nomjoomeN
uodxy uononpoig JAnoeden

51014 ormeUDY] fo 110d¥ puv &irvde) pasuzsy [poorsus s Fuimoys ususmIS
[6¥ ‘0N -S 1® uonepuswmoou 0y Ajda1 sp14 ]

Al XIGNAddV



180

~azopeBueg
susnpuy

ewoog N e va¥b g9t VYN s[eIA [ S ‘'VN I«-O MQusy SfN L
“pr1 snoiquuy
uesnpul i SN

0) se1a se8 3w soe[ o] e
-A[ddns ore Ansnp g.or ‘e ¥ sy e @.S°'5y e A ‘Tu “wporeg
-u] ey ‘8f AIm  poneA‘sou  PIN[EA'SOU  pInfeA ‘$0U 05 % -E .qﬁm S9UD0} “py] Susnpuy
Suorr wmmn Ryl ‘ujm 9.g -umS.9r comii.l  S.gl  g.z11 9.lg  ‘[wor .—E ‘qu $ oPbgs muH qudry s/ )
(9L 10 2adn)
Ioou e|
soe] 06.2 6.9°'syI1® Qg.L°syre wnie
‘e ( ponfea panrea 203 .uoona “3z1
paN[ea “sou *$0U “uux *$0u "upux ‘9001 ‘0§ 0 G.L -soad ‘eporeg *
‘a[me.g ¥y. 7 G°'91 olr 174 €€1 siuipJosadA] cujmSor -lag ﬁﬂﬁuﬂm Jﬁ‘ S
sad4y °q°s° ) 03 Buy
“ULICJUOO STSIA JOq $031d  ‘payrwry oM
N o ¥E g s -wy pus JepP @og  U[T 91 sw [mosog SN ‘¥
1) ‘sreta
oﬁﬁ&ﬁm jo oud
g ! 01 3Iqeredwoo

patddns pue [enA jo

PeAIoa1  saumbud -jo0o ‘11 *200€ pusw

sutede Sunonb sy . 361 ‘90 0190S.L Aequiog
Ajrensaa uaq pangeA 'sta —=s3d£3 snoyrea jo “pr] SYI0M\ R

seq Auedwop qJ, o . ‘um 0.1 00.¥1 §.0 14 -.-!.»—8::83&5& *L'TNO00g TuysyereqeN S/ &

11 o1 6 8 L 9 S 14 € ] I




APPENDIX V

(Vide reply to recommendation at S. No. 54)

Statement showing the progressive increase in the Formulation
capacities at Hindustan Antibiotics Ltd.

Year of Capacity
Installation per annum

FORMULATIONS
1. VIALLING
L. Initial Fillingline . . . . . 1955 150 lakh vials
II. Additional line . . . . . 1959 300 lakh vials
I Thirdline . . . . . . 1964 450 lakh vials
IV. Fourth line . . . . 1964 600 lakh vials
2. CAPSULING . . . . . . 1962 60 lakh capsules
3. TABLETTING . . . . . 1959 12 lakh tablets
4. TABLETTING . . . . . 1968 120 lakh tablets
5. TABLETTING . . . . . 1972 1557 lakh tablets
6. CAPSULING . . . . . . 1972 144 lakh capsules
7. TABLETTING . . . . . 1976 1800 lakh tablets.
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APPENDIX VII

[ Vide reply to recommendation at S. No. 55 ]
The percencage rejactsions of vialled formulations

1976
Product 1974-75 197576 -~
April May
1. Penicillin G Sodium 5 lacs . . 11°07 3°20 7°0 1-6
2. Penicillin G Sodium 10 lacs . . 7°45 4'80 Nil Nil
3. Procaine Fortified with Sod. 4 lacs . 512 2'60 24 5°5
4. Procaine Fortified with.Sod. 20 lacs . 3'72 Nil 54 Nif
5. Streptopenisillin half gram . . 481 0-go Nil Nit
6. Streptopenicillin one gram . . . 2°53 2° 40 Nil Nil
7. Streptomycin 1 gram . . . Nil 2:10 2°6 Nil
185
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APPENDIX VHI
[Vide reply to recommendation at S. No. 55]

Measures taken to improve out put of vials

1. Two aluminium cap sealing machines have been imported and
installed for replacing the obsolete sealing machines. One machine
has been installed since 21-1-1975 and the other one will be installed
by the end of July 1976.

2. The rubber stopper machines (4 Nos.) have been fitted with
new imported motors in 1975-76.

3. The hoppers of two filling machines have been modified and
fitted since April 1976 to improve the performance of the filling
machines to accommodate different types of powders for giving
flexibility in operations.

4. One of the supervisors of the engineering section has designed
a rubber stopper pressing device for butyl rubber stoppers to ensure
proper fixing of rubber stoppers on the vials. The same 1s fixed

on one filling machine and is regularly being used since Feb. 1976
with good results.

5. Introduction of systematic Plant preventive maintenance has
reduced interruptions in .vial filling.

6. Alternative sources of supply for glass vials and rubber stoppers
have been located.

7. Proper relative humidity (30 per cent) and temperature
26.6°C) control kept for vialling by proper maintenance of air con-
ditioning equipments and change of old and scaled chilled water coil
for improving velocity of air as well as cooling of sterile air.

8. Butyl rubber stoppers for sodium and fortified sodium Penicillin
are being used regularly. This is to avoid see page of moisture
through a stopper. Butyl rubber was imported and made available
to rubber stopper manufacturers.

9. Rubber stopper and vials dimensions changed to suit each
other, and these are being rigidly followed.

10. Pressure foot arrangement for ciding up rubber stoppers on
vial mouth was modified.

11. Alternative sources for supply for labels and cartons were
located to =nsure uninterrupted labelling and packing.
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12. Running of filling lines is continued in the tea-breaks by giv-
ing staggering breaks.

13. Time-losses during any troubles at the time of filling are
reduced by proper co-ordination with dffferent units of maintenance
and services.

14. The aluminium seals were primarily manufactured in the
company with better tolerances rather than procuring the seals
from outside.

15. Major vialling operations are carried out in the First and
Second shifts where additional supervising personnel were provided.



APPENDIX IX
(Vide reply to recommendation at S. No. 55)

Agenda item for the meeting of the sub-committee to enquire into the
capacity utilisation of formulations vis-a-vis the installed capacities
ete. to be held on 25th April 1978.

AGENDA ITEM (Sub-Committee of the Board)
SUB: BULK VIS-A-VIS FORMATIONS

The Committee on Public Undertakings in their 80th Report om
H.A. Ltd. submitted to Fifth Lok Sabha have observed on the utiliza-
tion of vialling capacity of HAL that the major nortion of the total
production of different products of HAL is sold in Bulk Form to
private viallers although sale in vialled formulations was more pro-
fitable than sale in Bulk. Committee further observed that the vial-
ling capacity is not being used in full. Committee also gave direc-
tives to investigate this matter.

While replying to the points raised by the Committee Govern-
ment has asked the Board of Directors to constitute a sub-committee
to enquire into the matter and report to Government through the:
Board of Directors.

The Board of Directors, in their meeting held on 17-1-78 appointed
a Committee consisting of Chairman & Managing Director, Dr, P. R.
Gupta and Dr. B. B. Gaitonde with the following terms of reference
and was authorised to finalise its report and forward the same to the
Government:

‘(i) Reasons for under-utilization of formulation capacity viz.
Vials, tablets and capsules in the HAL Plant;

(ii) Fixation of installed capacities that could be attained in
regard to the formulations for various categories;

(iii) Whether there was any deliberate under-utilization of
capacity by the Company and if so, who is responsible for
such under utilization;

(iv) Any other matter pertaining to the above.
188
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In order to facilitate the sub-committee to consider this issue and
prepare the necessary report, the original observation of the Com-
mittee on Public Undertakings (Recommendation No. 55) on the sub-
ject; Reply by Government and further information/replies sub-
mitted by HAL from time to time are attached as Annexure *. A
statement indicating actual production and captive consumption
figures for the years 1973-74 to 1977-78 (from April 1977 to February
1978) is enclosed. Sub-Committee may consider.

Minutes of the meeting of the Sub-Committee of the Board of
Directors of Hindustan Antibiotics Limited to enquire into the capa-
«ity utilisation of formulations vis-a-vis the installed capacities etc.
held on Tuesday, the 25th April 1978 at Pimpri.

PRESENT

1. Dr. P. R. ‘Gupta—Director
2. Shri A. Swaminathan - —Chairman & Managing Director

In attendance
Shri Y. H. Gharpure—General Manager (Mfg.)
. Shri D. B. Telang—General Manager (Fin. & Admn.)
Dr. S. Ramachandran—General Manager (R. & D.)
Dr. C. S. Narayana—Manufacturing Manager
Shri M. V. Nadkarni—Production Manager (formulations)
Shri M. G. Banerjee—Manager (MGT Services)
. Shri R. G. Gadgil—Dy. Finance Manager (F)
Shri S. S. Seth—Secy. & Admn. Manager

.Shri A. Swaminathan occupied the Chair.
Leave of absence was granted to Dr. B. B. Gaitonde.

PN BN B N

The Sub-Committee was apprised of the recommendations of the
Committee on Public Undertakings, replies given by the Government
and the decision of the Government for having the matter examined
by a Committee of the Board of Directors. The Sub-Committee
noted the terms of reference.

(1) Reasons for under-utilisation of formulation capacity viz. vials,
tables and capsules in the HAL plant,

It was pointed out that the Committee on Public Undertakings
which had examined the working of HAL was of the view that per-
haps there had been a deliberate under-utilisation of the formula-

*Not reproduced, .as recommendatiOn No. 55 and réply appear in
this Report.



190

tion capacity. This, it appeared, was based on an assumption that
the output of formulations could be achieved strictly in accordance
with the capacity of a “machine on” per shift basis as indicated by
the manufacturers of the machines. In the case of the filling
machines, the manufacturers had indicated the capacity at 120 vials/
minute i.e. an absolute capacity of 57,600 vials in an 8 hour shift,
on continuous working. The Sub-Committee noted that in practice,
various factors affect the working. Even according to the manufac-
turers’ recommendations, an allowance was required to be provided
for scheduled maintenance to the extent of 14 hours per shift
reducing the capacity to 48,000 vials per machine/shift. Further-
more, in a normal shift of 8 hours, the actual working time of the
personnel was 6% hours only on account of dress changing tea and
lunch intervals, which reduced the utilisation by another 14 hours
i.e. by 10,800 vials thus reducing the capacity to 37,200 vials, Further
allowance was required to be made for breakdowns, product-changes
multi-tlose operations, powder characteristics etc. There were other
unforeseen technical factors such as power failures, stoppage due to
high humidity, hot vials etc. besides reasons attributable to personnel
such as high rate of absenteeism, with notice as well as without
notice, In the event of high absenteeism in a particular shift, the
whole schedule of operation was disrupted. Another reason was the
wear and tear of the machinery over the years. Two of the four
machines were more than ten years old, requiring more maintenance.
Taking all these factors together, the effect of which is an additional
average loss of 1} hours per shiftfi, the average achievable vialling
capacily worked out to 26,400 per machine per shift.

The Sub-Committee observed that while in the case of vials there
was a ready market, the position was different in case of other for-
mulations in the form of tablets and capsules. The Company had a
very limited range of formulations in the form of tablets and cap-
sules. The -utilisation of the installed capacity not only depended
on the raw material (product to be formulated) but on the establish-
ed market for the products. It was pointed out that the company
could, besides formulating its own bulk products, formulate other
products by purchasing from other bulk manufacturers and/or
through imports. It was explained that the period covered for re-
view by the Committee on Public Undertaking was one of the worst
periods financially when it was extremely difficult to meet the work-
ing capital requirements for even the normal operations. Due to
this, purchasing and formulating additional quantities of bulk was
not feasible in the absence of established market.

The Sub-Committee noted that the capsulation machines were
quite old and with the limited marketing organisation, it wag diffi-
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cult for the company to make a significant dent in the formulations
field. The Sub-Committee, therefore, concluded that there were

genuille reasons for under-utilisation of the capacity in respect of
tablets and capsules.

In 'view of the above, the reasons for under-utilisation of the for-
mulation capacity can be summarised as under:

(i) For Vialling operations:
(1) Regulated working hours for the personnel,

(2) High rate of absenteeism with or without notice,

(3) Time taken for breaks for maintenance, product-changes,
multi-dose operations, powder characteristics etc.

(4) Unforeseen technical reasons such as power_ failure, stopp-
age due to high humidity, hot vials etc.

(5) High rate of breakdowns due to the aging of the machinery.
(ii) For tablets and capsules:
(1) Limited range of products,

(2) Absence of established market for company’s products—
limited marketing force,

(3) Paucity of funds,
(4) Aging of machinery.

(2) Fixation of installed capacities that could be attained in regard
to the formulations for various categories:

In view of the reasons for the under-utilisation of the capacity,
the Sub-Committee felt that the average output per machine per
shift could be around 26,000 to 27,000 vials, In this case also, there
were two categories of machines i.e. one category of very old ma-
chines in which an output of 25,000 vials could be achieved and the
other vategory of relatively less old ones in which output of 28,000
vials oould be achieved. Based on this, the Sub-Committee concluded
that the following could be achievable capacities with the various
machines now existing as given in the Annexure:

(i) Vials 780 lakhs per annum
(i) Tablets ... 1200 lakhs per annum
(iii) Capsules .. 720 lakhs per annum

The actual capacity utilisation will depend upon the market con-
dition,
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(3) Whether there was any deliberate under-utilisation of capacity
by the company and if so, who is responsible for such under-
utilisation
The Sub-Committee observed that the decisions to formulate or

to sell the company’s products in the form of bulk were taken from
time to time keeping in view constraints in formulations brought
out in the earlier paragraphs and the Sub-Committee did not find
any indication of a deliberate attempt at under-utilisation of the
capacities.

(4) Any other matter pertaining to the above: Remedial measures

The Sub-Committee noted that a number of measures have been
taken by the Company to improve upon the output per machine per
shift as a result of which, during the last two years viz. 1976-77 and
1977-78, the Company achieved an output of 27,000 to 28,000 vials
per machine per shift, as compared to 21,000 to 22,000 during the
earlier four years viz. 1972-73 to 1975-76. While the company was
initiating corrective steps on the technical aspects, the personnel
aspects were to be tackled gradually. In addition to the measures -
already taken, steps were being taken to provide adequate Dehumi-
difiers, new inverted vial washing machines, improvements in areas
down the line such as post inspection by re-aligning the inspection
lines, setting up of a separate Quality Assurance Cell etc. A proposal
for sterilisation by radiation was also being examined by the Research
and Development Wing to restrict the rate of rejections due to steri-
lity. It was also proposed to rationalise the shift timings to obtain
continuous working. This would, however, have to be done keeping
in view the statutory requirements in respect of shift timings. The
Sub-Committee noted that the efforts so far made by the Company
to rationalise the operations were not acceptable to the workers and
whenever any such steps were suggested, these were resisted. If the
Company could tackle both the technical and personnel side, it
could be possible to achieve an output of around 36,000 vials per
machine shift.

The meeting then terminated with a vote of thanks to the Chair.

Sd/-
CHAIRMAN.
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HINDUSTAN ANTIBIOTICS LIMITED

PIMPRI PUNE 411018

Machinery used in vialling of antibiotics and their installation dates

—

No. Machinery m}:ﬁ: :':'n
1. APF-1 Filling machine 1961
2. AF-g2 Filling machine 1962
3. AP-g Filling machine 1969
4. AF-4 Filling machine . . 1969
8. AF-1 Tunnel and vial washing unit 1961
6. AF-2 Tunnel and vial washing unit 1962
AF-g Tunnel and vial washing unit 1959
8. AF-4 Tunnel and vial washing unit 1959
9. Autoclave No. 4 1960
10. Autoclave No. 5 . 1g60
11. -18-2 Drier for Rubber stoppers 1960
12. 18-g Drier for Rubber stoppers 1960
13. Washing Rubber stoppers M/c C, Ca 1975
14. Saral Over Printing machine 1977
18. Carton Veyor (making cartons) 1960
16. Air conditioning sy.stem machinery 1960
17. Strunck horizonal labelling machine 2 1956
18.  Strunck horizoutal labelling machine a2 1958
Eguipment wused for capsulss and tablets
Equipmemt used for Pen. V | Capacity b { “'_;;;
! 2 3 ‘_4.
1. Mixer (Pen. V) 20 Kg/hr. 1955
2. Mixer (Excittients) 50 Kg/hr. 1978
3. Granulator (Pen. V) 50 Kg/hr. 19738
4. Granulator (Excipetients) 50 Kg/hr. 1973
5. Stocks Oven 13 Kglhr. 1955
6. Bare Oven . go Kg/day
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3 4
Ganson Oven 30 Kg/day 197 @
8. Fluid Bed dryers . 75 Kg/shift 1975
9. Manstry BgA t Ib/shift ‘1958
10 Rotapress mark 11 . 12 to 1% lacs/shift 1971
11, Strip packing (3 machines) 50,000/shift 1970-1973
12. Mixer (IInd stage)** . machine each
*¢50 Kg/hr. 1978
Egquipment used for Vitamin C Tablets
1. Mixer (Vitamin C) 50 Kg./hr. 1955
2. Mixer (Excepticnts) 50 Kg. 1973
3. Granulator . 50 Kg/hr. 1978
4. Granylator 50 Kg./hr. 1973
5. Fluid Bed dryers 120 Kg/shift 1975
6. Fluid Bed dryers 100 Kg/shift 1975
9. Mixer for final granules . 50 Kg/charge/1 hr. 1973
8. Rotapress mark II (2 machines) 12 Lakhs/shift 1972
Eguipment ussd for capsulation
1. Capsules filling Machine . 7200 capsules/hr 1959
2. Zanasi Capsules filling machine 200 capsules/hr. 1971
8. Strippacking machine 1 . 50,000 Nos/shift 1968
4. Stri ppacking machine 2 50,000 Nos/shift 1978




APPENDIX X
[Vide reply to recommendation at S. No.- 62]

Copy of Ministry of Chemicals and Fertilizers letter No. L-35011(1)/
77-DC, dated the 27th September, 1977 to the Managing Director,
M/s. Hindustan Antibiotics Ltd., regarding Expansion in the manu-
facture of Streptomycin, waiver of export commitments.

I am directed to refer to your letter No. AD/IA/Export/25570,
dated the 12th January, 1977 and to say that the waiver of export
obligation imposed by Government in the former Ministry of Com-
merce and Industry’s letter No. A&I-5(3)/61 of 27th January and 6th
may, 1962 towards expansion in the manufacture of streptomycin
was considered by Government.

In view of the reasons stated therein, it has been decided to waive
the balance of export obligation remaining unfulfilled to the extent
of Rs. 18.72 lakhs.



APPENDIX X1
(Vide reply to recommendations at S. Nos. 64 to 67)
Summary of progress made during 1975-76 in the differens projects

Penicillin:
1. Stabilizing the new strain PC-II developed by R. & D.

2. Evolving a strain, PC-12, for Penicillin 6, also developed by
R. & D. In fact, all Penicillin strains so far developed for plant use
are products of R. & D. No outside collaboration was taken in this
‘work.

3. Recommending the conditions for Penicillin V production
based on shake flask and lab. fermenter experiments.

4. Evolving a technology of periodic additions for Penicillin V
relating to productivity—achieved about 11,000 u/ml. in lab. fermen-
tors and 2 K.L. fermentors and 9,000 in experimental plant fermen-
tors.

5. Experimenting and suggesting SAG 471 for controlling foam-
ing, resulting in better management of Fermentations.

6. Generally aiding in fermentation problems both in regard to
raw materials and parameters standardisation.

7. Testing new strains showing improvements over existing pro-
duction strains both in the pilot plant and the main plant, about
8,000 strains tested in two years and 10—15 superior strains selected,
one of these was even tested in the plant.

8. Adoption of the improved Japanese technology and strain in
the pilot plant. All aspects of this are being adopted. Pilot Plant has
been equipped to work out and identify the scale-up problems for
the production of 30,000 u/ml. in 180 hours, which has been achieved
in six batches, the quality of the product is good.

9. A task force at the R. & D. was formed for a close liaison with
the production group for improving utilisation, reducing rejection
and cutting costs. Several significant improvements suggested in
regard to parameters and fermentation conditions have been adopted

in the plant.
The R. & D. has aided several items in close liaison with the
manufacturing department to overcome sterility problems resulting
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in draining of fermentors and high rejection rate in finished sterile
products. Post harvest treatment of the fermented broth was improv-
ed. One of the important suggestion was to maintain the broth tem-
perature below 18 wuntil extracted which helped in improving the
efficiency from about 57 per cent to about 70 per cent by introducing
a chiller in line.

On-exchange conversion of lst crystals (Potassium Penicillin G)
to Sodium Penicillin 6 was developed and standardized. This has
resulted in reduction of cost, increase in efficiency, reduction in raw
materials usage and increased the stability of the material.

A new method of conversion of Penicillin V acid to re-crystallised
potassium Penicillin V was developed and standardised in the plant.

With these improvements use of butyl acetate, a petroleum based
solvent was completely eliminated from the re-crystallation area.

R. & D. recommended the use of butyl rubber stoppers particular-
ly for vialled Penicillin products such as Crystalline Sodium benzyl
penicillin and procaine benzyl penicillin fortified. This has resulted
in increased stability as these products showed premature deteriora-
tion when packed in vials with natural rubber stoppers.

Streptomycin:

1. Carbohydrate source: A new strain yielding high levels of
amyloglucosidase was isolated in the laboratory. The process for
production of emyloglucosidase was developed and upscaled in plant.
The enzyme was used for hydrolysis of starch in the plant. The use
of starch hydrolysate for the production of Streptomycin was stand-
ardised while maintaining the productivity which has reduced the
cost of sugar utilised in Streptomycin farmentation.

2. X-mannosidase: A process for production of X-mannosidase
was developed. The enzyme was used in the Streptomycin fermentor
for reducing Streptomycin B levels were reduced by about 50—T0
per cent. The process was adopted in the plant and a number of
batches were taken. This has resulted in increased production, in-
creasing recovery efficiencies and reducing product cost.

3. Soluble vegetable protein (SVP): Sootafoam SVP which was
resulted in low Streptomycin productivity was up-graded by modi-
fications of phosphate levels to near that of the American SVP the
preferred raw material.

4. Laboratory process for reduction of non-calcium ash in calcium
chloride complex of Streptomycin was developed which is expected
to decrease the rejection rate of the product. In addition this procese
will result in reducing solvent utilisation.
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5. Master cultures needed by production which is being supplied
by M/s. Glaxo is presumed to be supplied by Research and Develop-
ment.

Aureofungin:
Main problems:

(a) Obtaining consistent quality in different batches and in-
creasing the shelf-life of formulations.

(b) Establishing its field efficiency against plant diseases.

(c) Establishing a meaningful production programme consis-
tent with market demand

Work completed and in progress: —

(a) Assay procedures etc., have been standardised and consis-
tent quality could be assured.

(b) product has been stabilised with shelf-life of about 18
months.

(c) Collahorative experiments with different agricultural uni-
versities and research stations have underway and already
several states have officially recommended the use of
aureofungin-sol.

(d) The dove-tailing of having a production programme to
meet market demand is in progress. For instance, even
as recently as 24th July, 1976 it was decided that HAL
would take up continuous production of 12 batchs of aureo-
fungin to meet the immediate market orders.

(e) In collaboration with other laboratories a new method has
been developed to separate and distinguish aureofungin
from Hamycin and other heptaene antibiotics.

Hamycin:

Several pilot plant 2000 litre batches were taken which, storred
that the strain and the process yielded product of consistent quality
that conformed to all specifications

Neomycin:

1. New strains have been developed which yield around 6000
u/ml. in shake flasks in lab-fermentors.

2. The fermentation and process taken up in the pilot plant at
2000. 1 fermentors yielded standard product with satisfactory yields.
‘The quality of this product was tested in several Indian and Inter-
national Laboratories.
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Semi-synthetic Penicillin:

The American Home Products procedure for synthesizing ampi--
cillin was first standardised in the laboratory. Only when the results
in laboratory runs were according to the expected yields the process
was scaled up to plant. Scientists in R. & D. then went to plant and
helped the production staff to standardise the process on plant scale.

In laboratory, method for synthesizing Ampicillin Trihydrate has
been developed. Standardisation of the same in laboratory is going
on. This is in view of the fact that the collaboration is for ampicillin
anhydrous which is more costly than ampicillin-trihydrate.

Process development of other semi-synthetic penicillins such
.as Cloxacillin and dicloxacillin has also been undertaken.

A long acting injectable ampicillin derivative is being developed
as a substitute for injectable short acting sodium ampicillin.

6-APA:

1. R. & D. developed process for the production of 6-APA in large
scale by either soluble enzyme or immobilished enzyme process.
Both processes have been patented in India and abroad. The process
has shown in the pilot plant that it is capable for quality of product
and yields as good as any other process that is currently in use any-
where also.

2. Based on this process, HAL is establishing a plant for 6-APA
required for 5 tonnes/year of ampicillin. The plant is expected to
be on steam by the end of 1976. The R. & D. and Projects groups are
in close liaison for this purpose.

Vitamin ‘C’:

R. & D. scientists participated in the deliberations of the working
group formed by the Task Force which in turn was appointed by
Government of India. During several sittings, many suggestions were
given; many of which were tried in Laboratory, pilot plant and some
have been implemented on the plant. These were mainly in the areas
of sorbose recovery, solvent substitution and Vitamin C Re-crystalli-
sation from the point of view of reduction in cost, recovery of sol-
vents and better efficiencies.

Subsequently, Roche scientists also visited the organisation. They
also gave several suggestions in the areas of sorbose fermentation,
sorbose recovery and Vitamin C recrystallisation. All these have,
been successfully tried in the Laboratory and in Pilot Plant and some
of these have been implemented in the plant with expected results.
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Production Development Unit:

This unit was established in 1988 with only one assistant until
1971 when one more assistant was added. The present strength is
one Sr. Scientific Officer Gr. II and 4 assistants. The following for-

mulations have been developed so far and already marketed: —
(1) Penicillin V granules for Syrup (new products)

(2) Penicillin V tablets 65 mg. and 125 mg. (improved formula-
tion)

¢3) Penicillin V tablets 250 mg. (new product)

(4) Vitamin ‘C’ 100 mg. tablets (new product)

(5) Ampicillin capsules 250 mg. (improved formmulation)
(6) Hamycin suspension

(7) Hamycin tablets

(8) Aureofungin sol.

The following formulations are ready for marketing: —
(1) Vitamin C 500 mg. tablets (new product)
(2) Ampicillin capsules 250 mg. (alternative formulation from
ampicillin trihydrate)
(3) Ampicillin mixture B.P.C. (new product)

(4) Chloramphenicol—Streptomycin capsules 125 mg. each
(new product)

The following formulations are under development and it is ex-
pected that data on some of them would be ready before 31st Decem-
ber, 1976 so that they could be marketed subsequently: —

(1) Vitamin C drops 100 mg/ml. (new product)

(2) Tetracycline Vitamin C capsules 250 mg. and 100 mg. (new
.products)

(3) Ampicillin Mixtures B.P.C. (Alternate formulation from
Ampicillin Trihydrate)

(4) Ampicillin capsules 500 mg. (new product)

(5) Benzathine Penicillin Gand Procaine Benzyl penicillin 6
lacs units each (new product)

(6) Benzathine Penicillin G, Procaine Benzyl penicillin and
Sodium Benzyl penicillin 6 lakhs, 3 lac and 3 lac units/
vial (new products)

(7) Chloramphenicol Tetracycline Hydrochloride 125 mg. each
(new product)

(8) Tetracycline syrup
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(9) Chloramphenicol, Tetracycline Vitamin C 125 mg., and
250 mg. (new products).

(10) Chloroquine tablets 500 mg. (new product)
Lilot Plant:

(1) Pilot plant Laboratory.—In order to implement the Toyo
Penicillin technology, a microbiological and chemistry
process laboratory was established in the pilot plant with
existing R&D staff and equipment.

(2) Modificatiohns of 2 K. L. formentors and ancilliary vessel
in order to carry out experiments for absorbing Toyo
technology and provide scale up information on penicillin
fermentation to main plant. Testing and standardising
the indigenous raw materials needed to Toyo.

(3) Setting of the PH temp. controlled 6—APA production
system in pilot plant which has served as base for the
main plant which is under construction.

(4) Improving the sterile air systems.

(5) Modifying and adapting the pilot plant N.B. Lab. fermen-
tors with continuous and staggered addition facilities to
provide process information for main plant. Yields of
over 15,000 u/ml. in about 160, 180 hours were obtained.

Strengthening R and D Staff:

(1) A chief Pharmacologist (N.D.) was appointed to this
newly created post to strengthen the pharmacology and
Toxicology work connected with the new products and
formulations that are being developed.

(2) The product development group was strengthened
through the addition of two more scientific Assistants.

(3) The Pilot Plant and bio-engineering requirements were
greatly strengthened through the recruitments of a bio-
chemical Engineer.

Projects that have been dropped:

1. Antiamoebin.--This drug showed some initial promise as
an effective anthelminthic agent. Subsequent field trials
failed to sustain this expectation and except for a small
field trial on its lactogenic properties, no further work is
in progress at present.

4794 LS—14. i
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2. Ervthromvcin.—R&D took up strain and process develop-
ment for this antibiotic which was included in the HAL
Vth Plan programme. After thorough evaluation it was
decided to discontinue project work as the antibiotic yields:
of the strains on hand were poor and therefore un-econo-
mical. o



APPENDIX XII
(Vide reply to recommendation at S.O. 56)

Statement laid on the table of the Lok Sabha on 29th March, 1978 by
Shri H. N. Bahuguna, Minister of Petroleum, Chemicals and
Fertilizers containing Government Decisions on the (Hathi)
Committee on Drugs and Pharmaceuticals Industry.

Mr. Speaker, Sir, with your permission, I place on the Table of
the House the following Statement containing the decisions of Gov-
ernment on the Report of the Committee on Drugs and Pharmaceuti-
cals Industry, popularly known as the Hathi Committee.

The functioning and growth of the drugs and pharmaceuticals In-
dustry in India over the past few years had been engaging the atten-
tion of the Government, particularly with a view to finding out ways
and means to meet the growing requirements of drugs and pharma-
ceuticals in the country as well as the broad social objectives of pro-
viding quality drugs at fair prices. Questions about the perform-
ance of the public sector units, the role of multi-national firms,
licensing policy and prices were prominently raised in Parlia-
ment also from time to time. Following a suggestion made in Par-
liament, Government of India set up, on February 8, 1974, a Commit-
tee under the chairmanship of Shri Jaisukhlal Hathi and other Mem-
bers of Parliament along with various officials and non-officials, to
enquire into the various facts of the drugs industry in India. The
terms of reference of this Committee were as follows:—

(i) To enquire into the progress made by the industry and the
status achieved by it; )

(ii) To recommend measures necessary to ensure that the pub-
lic sector attains a leadership role in the manufacture of
basic drugs and formulations, and in research and develop-
ment;

(iif) To make recommendations for promoting the rapid growth
of the drugs industry, and particularly of the Indian and
small scale industries sector. In making its recommenda-
tions the Hathi Committee will keep in view the need for
a balanced regional dispersal of the industry;

(iv) To examine the present arrangements for the flow of new
technology into the industry, and make recommendations
therefor;
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(v) To recommend measures for effective quality control of
drugs, and for rendering assistance to small-scale units
in this regard;

(vi) To examine the measures taken so far to reduce the prices
of drugs to the consumer, and to recommend such further

measures as may be necessary to rationalise the prices of
basic drugs and formulations.

(vii) To recommend measures for providing essential drugs and
common house-hold remedies to the general public, especi-
ally in the rural areas; and

(viii) To recommend institutional and cther arrangements to
ensure equitable distribution of basic drugs and raw
materials, especially to the small scale sector.

2. The Hathi Committee submitted its Report to Government in
April 1975. The report was laid on the Table of both Houses of Par-
liament in May 1975. After several discussions with representatives
of the industry as well as several high level inter-Ministerial consul-
tations, the views of the Cabinet Committee, designated therefore,
were put up to the Cabinet in February 1977, but could not be consi-
dered. Immediately after the General Elections of 1977, the Minis-
ter for Petroleum, Chemicals and Fertilizers directed that the re-
commendations should be examined on priority keeping in view the
large number of representations received from various Associations
of the industry and allied sectors, as well as individual manu-
facturers.

A series of discussions were held by the Minister with the follow-
ing Associations: —

(i) Indian Medical Association (IMA).

(ii) Indian Drug Manufacturers Association (IDMA).

(iii) Organisation of Pharmaceutical Producers of India
(OPPI).

(iv) All India Manufacturers Organisation (AIMO).

(v) Indian Pharmaceutical Manufacturers Association
(IPMA).

(vi) Pharmaceutical and Allied Manufacturers Association
(PAMDAL).

(vii) All India Chemists and Druggists Association.

3. A series of inter-Ministerial meetings at high level were also
held to review all points of view. The Foreign Exchange Regulation
Act (FERA) Committee also met specially to consider the recom-
mendations concerning the future role of the foreign drug manu.fac-
turing companies. A special meeting of the Consultative Committee
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of the Ministry of Chemicals and Fertilizers convened in November,
1977 discussed exclusively the recommendations of the Hathi Com-
mittee at considerable length. The draft recommendations which
‘emerged from all these deliberations were directed by the Cabinet to
be considered by a Cabinet Committee on Drugs.

4. The Cabinet considered the conclusions of this Cabinet Com-
mittee and have taken a final decision on various recommendations
at their meeting held on March 28, 1978.

BACKGROUND OF THE INDUSTRVY

5. The drugs and pharmaceuticals indusiry in India is one of the
most important sectors of the Indian economy—of crucial signifi-
cance to the public health of the Nation. In the last three decades
since Independence, the industry has expanded considerably and
India today has wide-ranging capability and production in basic
drugs and formulations. From a production of Rs. 10 crores 30 years
ago, a production of Rs. 150 crores of bulk drugs and Rs. 700 crores
of formulations has been achieved in 1976-77. There are over 2500
drug units of which 128 are in the organised sector.

6. The break-up of production of bulk drugs and formulation by
various sectors of the industry in 1976-77 is as follows: —

(Rs. in crores)

Bulk Formulations

(i) Public Sector 48 47
(ii) Foreign Sector . . . . . 63 292
(iii) Indian Sector (private) including Small-scale . 39 361

Sector
Torar . . . 150 ¥00

-

7. Besides the above indigenous production, bulk drugs of a
c.i.f. value of Rs. 47 crores were also imported in 1976-77.

Foreign Sector

8. There are, today, 45 foreign drug companies where the direct
and indirect foreign shareholding exceeds 40 per cent. The break-
up is as follows:—

Foreign equity exceeding  74% . . 14
Foreign equity between 51 to 74% 1t

Foreign equity between 40 to 51% . 13
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Besides the above 38 foreign companies, there are 7 more companies
which are either branches of foreign companies or with foreign
equity above 40 per cent in other than organised sector. The break-
up of these 45 companies, country-wise, is as follows: —

USA . . . 18
United Kingdom . 13
Switzerland . . . 6
Federal Republic of Germany 4
Others 4

9. The share of the foreign companies in the production of bulk
drugs in the country in 1976-77 was 42 per cent, as against 40 per cent
in 1975-76. In respect of formulations, the percentage was 41.7 in
1976-77 as against 53.8 in 1975-76. Overall, the share of foreign
companies in the total production of bulk drugs and formulation was
51 per cent in 1975-76 as against 41.8 per cent in 1976-77.

Public Sector

10. Indian Drugs and Pharmaceuticals Ltd. and Hindustan Anti-
biotics Ltd. are the two public sector drug manufacturing units. In
the year 1976-77, these units produced Rs. 48 crores worth of bulk
drugs and Rs. 47 crores worth of formulations, amounting to 33 per
cent and 7 per cent respectively of the country’s total production.
It would, thus be seen that while a third of the country’s production
of bulk drugs comes from the public sector, its share in formulations
is negligible. The total investment in the public sector is, as of
31-3-1977, as follows:—

Rs. crores
Indian Drugs & Pharmaceuticals Ltd. . . 116:73
Hindustan Antibiotics Ltd. . . . . . 1561

11. Broad objectives of the New Drugs Policy:

The broad principles and objectives which Government have kept
in view in formulating the new Drugs Policy are as follows:—

(i) To develop self-reliance in drug technology;
(ii) To provide a leadership role to the public sector;

(iii) To aim at quick self-sufficiency in the out-put of drugs
with a view to reduce the quantum of imports;

(iv) To foster and encourage the growth of the Indian sector;

(v) To ensure that the drugs are available in abundance in
the country to meet the health needs of our people;
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(\(i) To make drugs available at reasenable prices;

(vii) To keep a careful watch on the quality of production and
prevent adulteration and mal-practices;

(viii) To offer special incentives to firms which are engaged in
Research and Development; and

(ix) To provide other parameters to control, regulate and re-
juvenate this industry as a whole, with particular refer-
ence to containing and,channelizing the activity of foreign
‘companies in accord with national objectives and priori-
ties.

12. New Drug Policy:

The following policy on production and planning in the drugs
industry and the role of the public sector therein has been approved
by Government:—

(i) The drugs open to licensing for (a) the public sector and"
(b) the Indian sector and (c¢) all sectors (including foreign
companies) have been listed at Annexure I

(ii) The rate of growth of each sector will be carefully plann-
ed to avoid shortages.

(iii) In considering industrial licence applications, however,"
preference will be given to Indian companies over MRTP
units and foreign companies and in that order, Economy
to scale, technology and pricing of products, however,
would be the deciding factors.

(iv) In view of the growing export market for Indian Drugs
and Pharmaceuticals, the Ministry of Petroleum, Chemi-
cals and Fertilizers will seek to so regulate production that
the required surplus for export is also available.

(v) The Public Sector will be assigned a leading role in the
production and distribution of drugs and pharmaceuticals.
Adquate outlays will be be provided to achieve this objec-
tive.

(vi) The Public Sector will be permitted to obtain the best
technology available to improve productivity.

(vii) The Public Sector would be encouraged to earmark a
suitable percentage of their net turn-over for R and D acti-
vities,

(viii) Formulation capacity in the Medical Stores Organisation
under the Ministry of Health and Family Welfare will be
suitably augmented.

(ix) Institutes like the C.R.I., Kasauli, B.C.G. Vaccine Institute,
Madras, Haffkine Institute, Bombay, which are producing
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vacqines, sera and antigens would be activised to accept
a wider role for producticn and supply of these categories
of medicines.

(x) Public Sector units shall be planned to meet major re-
quirements of drugs for public health services.

The Indian drug manufacturers will be allowed formula-
tion licences upto 10 times of the value of their bulk
drug production. In order to encourage consumption of
indigenously produced bulk drugs, such formulation
capacity would be sanctioned, provided the formulation
turnover is based on a ration of 2 : 1 between consumption

of indigenous bulk drug and imported/canalised bulk
drugs.

(xi)

(xii) However, a case-by-case approached will be adopted in
applying the these ratios where Indian companies have
made substantial investments for production of bulk drugs
but actual production has yet to be achieved, because of
the gestation periods, time-span for perferction of techno-
logy, etc.

(xiii) The question whether Indian companies may be allowed
to expand formulation capacity freely, based on consump-
tion of indigenous bulk drugs and whether'festriction on
expansion of formulation capacity may be applied only
whether the Indian companies are seeking imported bulk
drugs, will be reviewed after a year.

(xiv) At present, certain units in the organised sector are
exempt from obtaining industrial licences, but are requir-
ed to register their activities with the D.G.T.D. with a
view to ensure the implementation of the entire complex
of decisions on licensing etc. in the drugs industry, it is
proposed that all units which are carrying on so far with
DGTD regisiration only would be required te obtain indus-
trial licences and the registration scheme shall cease, in so
far as the drug industry is concerned.

Role of Foreign Companies

13.1. The first view of a majority of the members of the Hathi
Committee was that the multi-national units in the field of drugs and
pharmaceuticals should be taken over by Government. A second
view was that there was no case, at this stage, to justify such drastic
measures. In the second view the economi:c case for take-over has
to be based on the advantages accuring to the community from such
a stop and in this, it would be difficult to make a distinction between
foreign and Indian companies. If there is a case for nationalisation,
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the argument would be equally applicable to the units In the Indian
sector above a certain size. A third view endorsed the seccnd view
but added that the wholly Indian units to be nationalised may be at
least with annual turn-over of Rs. 2 crores and above and those which

are determined as sick units need not be nationalised and paid
unnecessary compensation,

13.2. The Hathi Committee could not come to any unanimous
decision though the majority of the members were of the view that
foreign firms should be taken over, as set out in the first view. How-
ever, the Hathi Committee was unanimous that the measures set
out in the succeeding para should be taken.

13.3. Under the Guidelines issued for administering Section 29
of the Foreign Exchange Regulation Act, 1973, (FERA) Indian Com-
panies having more than 40 per cent foreign shareholding and bran-
ches of foreign companies engaged in the production of items speci-
fied in Appendix I of the Industrial Licensing Policy of February 1973
of which ‘Drugs’ and Pharmaceuticals is one, are required within a
specified period to associate Indian participation to not less than 26
per cent of the equity of the Company. The Hathi Committee re-
commended that having regard to the present stage of development
of the drug industry, for the purpose of FERA Guidelires, this m-
dustry should not be eligible for the preferential treatment given to
items specified in Appendix ‘T of the Industrial Licensing Policy of
1973. In the view of the Hathi Committee, foreign undertakings
operating in this country should be directed to bring down their
equity to 40 per cent forthwith and further it progressively to 26 per
cent. This, however, is without prejudice to other concessions to
which they are eligible as a result ot the industry being in Appendix
I of the Industrial Licensing Policy of 1973. The Hathi Committee fur-
ther recommended that the dilution of foreign equity as suggested
above, should not take the form of dispersed holding of the shares by
large number of Indian nationals. This is because such widely dispers-
ed holding will not in any way, reduce the effective controi of the
foreing equity holders. In order to serve national objectives, it
would be desirable for Government to purchase these shares either
by public sector undertakings which are directly or indirectly con-
nected with the manufacture of drugs/chemicals or by public finan-
cial institutions or by Government itself.

14. Keeping in view the need to sustain a high level of drug
production in the country and in view of the fact that several other
measures f conirol are included in the new drug nolicy, which will
direct the activities of foreign drug companies to subserve national
objectives and interest, Government have decided to redefine ‘‘drugs
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and pharmaceuticals” listed at 14 of Appendix I of Industrial Licens-
ing Policy in a comprehensive manner. The new definition would
be as follows:—

‘“(a) Drug 1ntenned1ates from the basic stages for Production
of high technology bulk drugs; and

(b) High technology bulk drugs from stage and formulations
based thereon with an overall ratio of bulk drugs consump-
tion (from own manufacture) of formulation from all
sources of 1.5,

15. Government have further decided that, so far as foreign
~companies engaged only in the manufacture of formulations of bulk
drug not'involving high technology or both are concerned, they
should be directed to bring down their foreign equity forthwith to
40 per cent, so that 66 per cent of the balanced equity currently in
the hands of the foreign share-holders is disinvested in favour of
Govt. financial or public sector institutions and the rest in favour
of Indian investors, preference in the letter case being given to
Indian employees of such companies.

16. As there are frequent allegations of unduly large profits by
foreign companies, Govt. have decided to set up Committees to carry
out an investigation in this regard and suggest measures, where
appropriate, to regulate the profits of foreign companies.

16.2. Identification of foreign drug companies engaged only in the
manufacture of formulations is simple. However, for the purpose of
identifying foreign companies engaged in the manufacture of ‘‘bulk
drugs nor involving high technology,” detailed exercises will be
carried out through a high level Committee consisting of Secretaries
to the Government in the Departments of Chemicals and Fertilizers,
Industrial Development, Technical Development and Science and
Technology, assisted by experts.

17. In respect of foreign drug companies currently engaged in
Appendix I activity on drugs and formulations, the value of turnover
which will be considered as such Appendix I activity, will consist
of (a) the value of bulk drugs sold by them to non-associated for-
mulators, plus (b) the value of formulations not exceeding 5 times
the value of their total bulk drug production.

18. For the purposes of FERA, a drug company will be deemed
to be a foreign companies if the direct foreign equity in it is above
40 per cent. The FERA guidelines and dilution formula applicable
to all other industries would be applicable to the drugs and phar-
maceuticals industry also.
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19. Government have also decided that, in respect of foreign drug
companies other than those featured in para 15, as a result of reduc-
tion of foreign shareholding under FERA Guidelines or on expan-
sion, Government financial and public sector institutions should aim
to acquire, to the extent possible, 66 per cent of the balance equity,
the rest being disinvested in favour of Indian investors, preference
in the latter case being given to Indian employees of such companies.

20. Foreign companies engaged in the manufacture of household
proted bulk or producing bulk drugs from penultimate stage will
they be allowed to take up such activity as additional items here-
after.

21. Foreign companies producing drug formulators based on im-
ported bulk or producing bulk drugs from penultimate stage will
have to manufacture, within a period. of two years, the bulk drugs
concerned from the basic stage.

22. Existing foreign companies will be given formulation licences
in future only if they are linked with the production of high tech-
nology bulk drugs from the basic stage.

23. The Small-scale sector will be a prohibited area for foreign
companies.

24. No foreign companies will be given loan licence for operating
in the drugs field. The turn-over of the foreign companies based on
the existing loan licences will not be treated as Appendix I activity,
but purely as trading activity.

25. Application for industrial licences (including expansion of
‘capacity over the level existing on 31-12-1977) by foreign drug
companies for the manufacture of high technology lines of bulk
drugs will be considered, subject to the overall condition of their
supplying 50 pet cent of their production of such bulk drugs to non-
associated formulators and subject further to their restricting their
overall ratio of bulk drug consumption (from own manufacture) to
formulation from all sources to 1:5.

26. The condition of release to non-associated formulators, in
similar circumstances, in respect of Indian companies; the pubic
sector and MRTP companies will be 30 per cent, 40 per cent and 50
per cent respectively.

REGULARISATION OF CAPACITY

27.1. With regard to the capacities approved for the manufacture
of bulk drugs against permission letters and C.O.B. licences, the
Hathi Committee recommended that having regard to the national
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need for bulk drugs, the permission letters and C.O.B. licences issued
to such firms, may be regularised on the condition that:
(a) all bulk drugs are manufactured from the basic stages, and

(b) 50 per cent of the production of basic drugs should be
made available to non-associated Indian formulators.

21.2. The Hathi Committee also recommended that, so far as for-
mulations converted by C.O.B. licences/permission letters are con-
cerned, foreign firms should be asked to switch over within one year
to the manufacture of bulk drugs and formulations to the extent of
50 per cent of the production of basic drugs by them, and the balance
50 per cent to be supplied to non-associated formulators.

27.3. Government have decided that the criterion for regularisa-
tion of production in excess of licensed capacity or capacity based on
COB licences, permission letters, registeration certificates, no object-
tion certificate etc. will be the highest production actually achieved
in any year during the three year period ending March 31, 1977. If
the companies had expanded beyond licensed capacity or done any
other acts in violation of the conditions attached to the specific in-
dustrial licences or other authority granted to them or of any other
laws whether during the period 1973—77 or prior to that, action may
be taken against them on the same lines as applicable to all com-
panies in other sectors of industry which may have committed
similar violations. ’

28. In the case of foreign drug companies, regularisation of excess
production on the above criterion will be done (a) subject in their
making over to non-associated formulators 50 per cent of their total
production of such bulk drugs (including that regularised) and (b)
subject further te their restricting the value of their formulations
to five times the value of their total bulk productions.

29. In the case of Indian public sector and MRTP companies,
regularisation of excess production on the above, criterion will be
done on the condition that they make available 30, 40 and 60 per cent
respectively of their total production (including that regularised) to
non-associated formulators and subject to the further condition that
they restrict production of their formulations to 10 times the value

of their bulk drug production.

30. Excess production in formulations which fall within the de-
controlled category will not be regularised and the companies will
have to reduce their production in this category to the level of
authorised capacity within a period of 6 months from the promulga-

tion of policy.
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31. Ift excess production of price controlled categories of formula-
‘tions is regularised on the above criterion and such formulations are
Jbased on imported bulk drugs, the company will not acquire a pres-
criptive right to obtain imported/canalised bulk drugs to a sustain
:such excess production and Government bulk reserves the right to
reduce supplies of imported/canalised bulk drugs to the level of
original authorised capacity.

32. On the excess production so regularised, Government will also
‘have the right to receive supplies at rate fixed by them.

33. The excess production ‘n household remedies produced by the
-foreign sector will not be regularised.

34. However, in the case of foreign companies which have a ratio
-of bulk to formulations of less than 1:5 (or 1:10 in the case of Indian
.companies), regularisation of excess production of decontrolled for-
mulations and household remedies may also be permitted up to the
.ceiling of these ratios.

35. Excess production in any category will be regularised, if the
.company undertakes to export such excess for a period of 5 years
from the promulgation of the policy.

36. No unauthorised production (that is production not authorised
by industrial licences, COB licence permission letter or DGTD regis-
tration) shall be regularised.

Consolidation of Industrial Licences:

37. A fresh consolidated licence will be issued to each company
replacing all earlier licences issued under various licensing autho-
risations like industrial licence, COB licences permission letter, re-
.gisteration certificate etc. This consolidated licence will indicate
inter alig the names and descriptions of bulk drugs, the quantity
licensed the percentage of production required to be supplied to non-
.associated formulators and export obligation, along with (a) the
.approved formulation, and (b) the bulk drugs (with quantity) re-
«quired for the production of such formulations.

38. In regard to licences where the capacities for bulk drugs or
formulations have not been specified so far, capacities will be fixed
depending on the nature of items produced and their essentialities,
‘subject to the highest production achieved in any one year during
the three years ending March 31, 1977.

IMPORT OF TECHNOLOGY

39. The import of technology for new bulk drugs by the foreign

«drug companies will have to be on such terms as may be determined
by Government.
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40. The foreign drug companies should undertake transfer of
technology laterally to public sector units where national interests
justify the setting up of additional capacity.

R & D export obligation and offer of guality control facilities.

41. Foreign companies whose turnover in drugs in the excess of
Rs. 5 crores per annum shall be obliged (a) to have R & D facilities
within the country on which capital investment should be at least
20 per cent their net block, and (b) to spend at least 4 per cent of
their sales turnover as recurring expenditure on R & D facilities.

42. To correct the present situation where industrial licences do
not prescribe the export obligation of foreign companies a suitable
export obligation based on the total sales turnover in formulations
may be prescribed for foreign companies while consolidating their
licences under the proposed policy, after a case by case review.

43. Foreign companies should be encouraged to offer quality con-
trol facilities to the small scale sector on a no profit no loss basis.

Pricing Policy

44, The Hathi Committee had recommended that a return post-tax
between 12 to 14 per cent on equity, i.e. pail-up capital plus reserves,
may be adopted as the basis for price fixation, depending on the im-
portance and complexity of the bulk drug. In the case of formulation,
the Hathi Committee felt that the principle of selectivity could be
introduced in terms of (a) the size of the units, (b) selection of items,
and (c) controlling the prices only of market leaders, in particular, of
products for which price control is contemplated. The Hathi Com-
mittee considered that units (other than MRTP units) having only
turnover of less than Rs. 1 crore may be exempted from price control.
Alternatively, all formulations (other than those marketed under
generic names) which have an annual sale in the country in excess
of Rs. 15 lakhs (inclusive of excise duty) may be subject to price
control, irrespective of whether or not the total annual turn-over of
the unit is in excess of Rs. 1 crore. The ceiling price will be determin-
ed taking into account the production costs and a reasonable return
for the units which are the market leadérs. Yet another variant of
selectivity, according to the Hathi Committee, would be to identify
product groups which individually are important and which collec-
tively constitute the bulk of the output of the industry. In respect
of each item of this list, it would be possible to identify the leading
producers who account for about 60 per cent of the sales between-
them. On the basis of the cost analysis in respect of those units,
maximum prices may be prescribed and all other units may be free-
to fix their prices within this ceiling. On balance, the Hathi Com-~
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mittee was of the view that this particular variant selectivity may
be administratively simpler.

45. The Hathi Committee also felt that the recommendations
of the Working Group on pricing of formulations under the alternative
scheme of pricing could be adopted with the revised rate of ceilings
on profits ranging from 8 to 13 per cent on sales turnover--listing the
firms under large, medium and small groups. The Hathi Committee
also suggested further that as an alternative criterion, the ceiling on
profit may also be specified as between 10 to 12.5 per cent post-tax
on net worth.

46. After an exhaustive examination of all aspects of these recom-
mendations, the Government have decided ‘hat all bulk drugs which
are used in the production of price controlled formulations will be
subject to price control. The post-tax return on bulk drug required
for production of Category I and II formulations which are highly
essential and life-saving will be kept at 14 per cent and on other
bulk drugs, at 12 per cent on net worth i.e. equity plus free reserves.

47.1. However, price of about 100 bulk drugs whose cost structure
has already been studied by the Bureau of Industrial Costs and Prices
(BICP) will be frozen, initially for one year.

47.2. In regard to those bulk drugs where no such cost study has
been made so far, their current declared prices would be reviewed
quickly by the BICP on the above criterion.

47.3. The prices of new bulk drugs introduced into the market
after the promulgation of the new policy will also be governed by
the above criterion.

48. Where the indigenous bulk drug is produced by more than one
manufacturer, a common selling price for sales to all formulators
will be fixed initially on the basis of average costs of relatively more
efficient firms which account for a large percentage of out-put.

49. The prices of bulk drugs notified by Government would be
inclusive of the cost of transportation and transit insurance, but
exclusive of local taxes.

50. Government have also decided that price control on FORMU-

LATIONS WILL BE APPLIED on a selective basis and for this pur-
pose, four categories will be established, as at Annexure II.

51. The pricing of formulations in Category I and II will be worked
out on the basis of product groups of equivalent the reputic value.
Such pricing will be based on the “Leader product” of leading pro-
ducers whose price will serve as a ceiling for all other formulators,
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within that group. The mark-ups shall be 40 per cent and 55 per cent
respectively.

52. In so far as Category III is concerned, separate pricing for each
producer will be done, as was being done hitherto. However, where-
ver possible on the basis of standard composition ‘‘leader products’’
would be sought to be indentified here also and prices notified for
such formulations, which may, at the option of the concerned manu-
facturers, be adopted by them, under advice to Government. The
mark-up for this category shall be a miximum of 100 per cent the

manufacturer being free to choose his own mark-up upto the limit
of this ceiling.

53. In respect of Category IV, there will be no price control.

54. The gross of profit of the individual manufacturers would be
.contained as follows: —

(A) Large units with. turnover exceeding Rs. 6 crores per annum
and pre-tax return on sales turnover exclusive of excise duty.

(a) having no basic drug manufacturing activity nor any re-

search activity 8 per cent.

(b) having basic drug manufacturing activity corresponding
to 5 per cent or more of turn-over but no research activity
. 9 per cent.

(c) having basic drug manufacturing activity at 5 per cent or
more of the turnover and engaged in approved research and
development work relating to new drug 10 per cent.

(B) Medium size units with turnover between Rs. 1 crore to
Rs. 6 crores per annum and

(a) having no basic drug manufacturing activity nor
any research activity. 9%

(b) having basic drug manufacturing activity corresponding
to 5% (or more) of turnover ‘but no research
activity. 119,

(c) having basic drug manufacturing activity at 5%
or more of turnover and engaged in approval re-
search and development work relating to new drugs. 13%

AC) Other units with turnover of less than Rs. 1 crore per annum.
(a) having only formulation capacity. 12%

“(b) having basic drug manutfacturing activity at 5% or more
of turnover. 137,
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55. While the Government would take a final view on the mark
ups to be allowed in respect of Category I, II, III, it has also been
decided that:—

(a) For an initial period of one year, prices of existing for-
mulations in categories I and II would be frozen, with the
leader prices operating as a ceiling.

(b) Where, however, the current prices of individual manu-
facturers in respect of such formulations are lower than
the ceiling, no increase in prices will be allowed.

(¢) BICP would, within a period of one year, scrutinise the
costing of existing formulations for fixing leader prices.
The basis of costing would be settled by BICP in consulta-
tion with the Ministry of Petroleum, Chemicals and Ferti-
lizers.

(d) If any increase in leader prices for existing formulations
were to be suggested as a result of the BICP’s scruting
these would be brought before the Cabinet.

(e) The prices of formulations in category III would also be
frozen at the existing level for the initial period of one
year. ‘

. (f) The prices of category IV formulations would be decon-
trolled with immediate effect.

(g) However, the overall ceiling on profitability as given
above would apply.

56. In respect of new formulations, including formulations arising
from new bulk drugs mentioned earlier at para 47.3 while the general
principles enumerated above would be applicable, the following
mark ups would be permitted:—

Category I 4097\ ‘Subject to the over all.
Category 1I 50%} ‘Ceiling on profitability.
Category III not to exceed 100% as above.
Category IV not subject to price control.

57. The gross profit beyond 8 to 13 per cent for the group listed
earlier shall be funded separately for such purposes including R&D,
as may be specified by Government.

58. While the existing exception limit of a turn-over of Rs. 50
lakhs in respect of small-scale drug units will continue for exemption
from price control, the leader price will be followed by the small-
scale sector also in respect of categories I and II formulations.

59. It will be ensured progressively that at least 20 per cent of
the turnover of an individual drug company is in Categories I and IT
formulations,

4794 LS—15
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68. For Government purchases of drugs and medicines, other
things being equal, preference will be given to producers in the
pubdic sector, considering the leadership role being assigned to the
public sector in the manufacture of drugs and pharmaceuticals,

61. The present provision under the Drugs (Prices Control) Order,
1970 regarding marking of equal retail prices shall continue to apply
to both the controlled and decontrolled drugs produced both by the
exemapt and non-exempt manufacturers.

63 Incentive for original development—In the case of entirely
new or original bulk drugs developed through indigenous R&D efforts
and which have not been produced elsewhere, there will be no price
control on the bulk drug and its formulations for a period of 5 (five)
years. The condition of supply of part of the production to no-
associated formulators shall not also apply to such bulk drugs during
this period. The Department of Science & Technology will certify
claims made in this regard.

63. Appropriate packaging costs necessary for retaining the efficacy
of drugs will be allowed. A Committee will be set up by the Ministry
of Petroleum, Chemicals and Fertilizers to standardise and lay down
norms for the packaging required for various types of formulations.
The Committee will consist of experts drawn from the drug industry
(both public and private sectors), the packaging industry, doctors,
representatives of consumer interest and officials of the Ministries of
Health and Family Welfare, Petroleum, Chemicals and Fertilizers and
the BICP.

64. Notifications of norms.—The norms of (a) process loss (b) con-
vesion cost of bulk drugs into formulations and (c¢) packing charges
shall continue to be notified by the Government.

65. Trade Margins.—The existing trade margin for whole-salers
and retailers will continue, that is:

(a) minimum of 2 per cent and 10 per cent for wholesaler and
retailer respectively for non-ethical formulations; and

(b) minimum of 2 per cent and 12 per cent for wholesalers and
retailers respectively for enthical formulations.

68. Price control on Intermediate.—Ministry of Petroleum, Chemi-
cals and Fertilizers will fix, from time to time, in consultation with
BICP, the prices of intermediates produced the public sector under-
takings. .

€7. The following 8 (eight) critical drug intermediates will also be
brought under the purview of price control, while ensuring a return
of 12—14 per cent on net worth ag in the case of bplk druge:—

(i) Meta-Amino-Phenol.
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{ii) Para-Nitro-Chlorobenzene.
(iii) Picolines.
(iv) Para-Nitro-Benzoic Acid.
(v) Methyl Imidazole.
(vi) Dextrose.
(vii) Acetanilide, and.
(viii) Ethylene Oxide.

68. This list of critical drug intermediates could, if necessary, be
amended by notification by Government from time to time.

69. Sole selling agencies for drugs and formulations where such
arrangements exist, should ultimately disappear. Where existing
leader prices are based on sole selling agency commissions of more
than 5 per cent BICP would review such leader prices and meduce
‘them appropriately with immediate effect.

NATIONAL DRUG AUTHORITY, BRAND NAMES, QUALITY
CONTROL ETC.

70.1. The Hathi Committee had recommended the setting up of a
National Drug Authority—an autonomous bhody which would handle
all matters concerning the future expansion of the drug industry
licensing, imports. exports, technological development. Government
has given careful consideration to this recommendation and has
come to the conclusion that it would not be possible to establish a
totally independent authority on the lines suggested by the Commit-
tee. Government recognize, however, the need for close co-ordina-
tion in the formulation of drug policy and in the implementation of
expansion programmes. Government have, therefore, approved of
the following advisory/udministrative/organisational set up.

70.2. A field organisation in the Department of Chemicals and
Fertilizers under a Development Commissioner (Drugs Industry)
with the following prime functions:—

(i) To operate the scheme of pricing under the Drugs (Prices
Control) Order (Essential Commodities Act),

(ii) To recommend a policy for release of raw materials (indi-
genous, imported and canalised) and to supervise their dis-
tribution so as to ensure that the raw materials allocated
to the drug manufacturing units are utilised effectively,

(iii) To review the list of canalised items as also to review the
availability and distribution thereof in the context of pre-
vailing international economic situation from time to time,
with a view to help formulate the ITC policy,
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(iv) To inspect selectively with a view to prevent the misusc-
of canalised and imported materials,

(v) To review the shortages of drugs and to take measures to
anticipate such shortages as well as obviate them if they do
emerge, and

(vi) To operate as a counselling organisation for development
of the drug industry so that new entrepreneurs may be

assisted to establish new units in accordance with the policy
of the Government.

70.3. A high level Committee on Drugs and Pharmaceuticals called
‘‘Policy and Planning Committee for Drugs Industry’’ (PPDIC) will

be constituted to advise the Department of Chemicals and Fertilizers
from time to time.

70.4. The Development Council for Drugs and Pharmaceuticals

will be activised under the Chairmanship of the Minister for Petro-
leum, Chemicals and Fertilizers,

70.5. Within the policy guidelines laid down, various Committees
like LC & FERA Committee will continue to deal with their various
operational functions as hithertofore.

70.6. While the pricing of drugs will be continued to be examined
by the BICP, decisions on pricing will be notified by the Department
of Chemicals and Fertilizers, as hitherto.

ABOLITION OF BRAND NAMES

71.1. Brand names shall be abolished in the first instance in res--
pect of the following five drugs:—

Analgin

Aspirin
Chlororomazine
Ferrous sulphate

Piperazine and its salts such as adipate, nitrate and phosphate.

71.2. All single ingradient dosage forms of the above drugs shall
ke marketed only under generic names.

71.3. Drugs which are to be exported will be allowed to bear
brand names.

71.4. This decision will be kept under constant review in the light
of actual experience.

71.5. Drugs formulations marketed under generic names will also:
be subject to price control.
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~ 71.6. Such amendments as might be necessary would be carried
-out immediately in the relevant Acts like the Trade and Merchandise
Act, 1958 and Drugs and Cosmetics Acts Rules.

4

R & D IN PUBLIC SECTOR

72. The recommendations that the public sector should set an exa-
mple in respect of R & D activity by setting apart 5 per cent of their
net turn-over will be implemented to the extent possible, depending
.upon the funds available for such investment.

CESS

73. The Ministry of In'dustry propose to introduce a Bill for the
-amendment of the IDR Act, 1951, so as to empower the Government
to levy a cess up to 1 per cent of the value of goods produced by any
'scheduled industry and that Bill will provide for the establishment
of a Central Research and Development Coordination Authority and
Research Direction Committee for different sectors of industry
‘The proposal to set up five regional laboratories pilot plant and
toxicological laboratory will be considered further in the light of
this.

QUALITY CONTROL

74. The quality control functions will continue to be looked after
by the Ministry of Health and Family Welfare. There will be need
to intensify arrangements for guality control. The Ministry of
Health and Family Welfare will strengthen the organisation set up
with the aim of ensuring that spurious or sub-standard products are
not manufactured or marketed by drug manufacturers. Additional
funds which may be required therefore will be met to the extent
possible from the cess proposed above.

75. The setting up of a laboratory for testing sera, vaccines and
immunological products will be expedited, in consultation with
.CSIR/ICMR.

PATENTS

76.1. A subject index of pending application will be prepared and
‘maintained by the Patent Control Office which may be of help to
intending entrepreneurs. The patent control office will also being
out a list of rejected patent applications.

76.2. The Recommendation of the Hathi Committee that wherever
an Indian entrepreneur has set up any basic production within a
certain specified period which might infringe on the coverage claim-
.ed in the pending applications, a suitable solution should be found out
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whereby entrepreneurs could continue with their manufacturing
eperations, would be considered separately in consultation with the
Department of Science and Technology, Ministry of Law and Com-
wroller General of Patents, Designs and Trade Mark.

RESEARCH AND DEVELOPMENT

77. The setting up of a strong centre for for R&D in enzymology
and enzyme technology by the Department of Science and Techno-
logy/CSIR will be considered after a view is taken on the Report on

the present status of research in the field of applied microbiology
in the CSIR laboratories.

78. All efforts would be made to prevent avoidable duplication of
R&D activities between public sector units. While efforts are
usually made in agreements currently being entered into for foreign
technology by public sector units to provide for horizontal transfer
of technology, a case by case view will be taken on existing Agree-
ment within the parameters of those Agreements.

79. Public Sector units will maintain the closed liaison with the
R&D units of national laboratories, State institutions/other educa-
tional institutions. Appropriate facilities will also be created in the
identified institutions, where necessary, to promote time-bound com-
pletion of individual projects.

80. The Indian Council of Medical Research will be requested to
concentrate their attention particularly on the discovery of newer
drugs for tropical diseases.

81. Highest priority will be accorded to centrally directed research
aimed at discovery of newer drugs for treatment of tropical diseases
anti-malarials, anti-filarials, anthelmintics and anti-leprotics. Re-
search will be accelerated for new drugs for cardio-vascular ailments,
metabolic disorders and contraception.

82. Integrated development of basic chemical raw materials and
intermediates by the industries and R&D institutions in the country
will be encouraged.

83. In respect of imported technologies, concurrent purchase of
equipment to the extent not covered by indigenous manufacturers
ar by other competitive offers will alone be provided for.
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TECHNOLOGY

84. Efforts Wil continue to be made to step up production of
existing units by improvement of technology and of imported pre-
cesses through R&D activities and the efforts of the State owned re--
search laboratories. This should not, however, preclude obtaining.
crucial technology wherever necessary.

85. The development of technology for steroids in the public sec-
tor would be taken up in the overall context of their existing produc-
tion lines as well as expansion plans.

86. Development of indigenous technology wherever possible will
be encouraged in respect of the drugs highlighted by the Hathi Com-
mittee—including Chloramphenicol-involving NCL, CDRI and RRL.
Hyderabad, etc. Import of technology will be permitted wherever
necessary and where available without onerous conditions, taking
the entire complex of factors into consideration, such as demand,
availability of indigenous technology, success of pilot plant
trials etc. In order to reduce dependence on import of technology
in general, urgent steps will be taken to equip the publie sector units
ag also the national laboratories with such R & D and pilot equip-
ment as may be necessary Public Sector units will also ensure that
they have a strong design and engineering component im
their R & D structure, so that chemical processes that may be-
developed may be indigenously tested and scaled up with the
necessary complement of competent indigenous design and engineer-
ing skill. Wherever necessary, public sector units may also obtain
assistance from other public sector or private design and engineering
organisations in respect of up-scaling of a given process.

87. Import of technology for the economic production of ergot
alkaloids and therapeutically active steroids, if these have not been
worked out by the national laboratories, will be resorted to.

POWER

88. State Electricity Boards will be requested not to subject
imdustrial units to power cuts, if such units are engaged in the pro-
duction of drugs which are thermo-labile and are sensitive to heat
such as sera, vaccines and other immunological products and antibio-
Hcs, as also generally ensure uninterrupled supplies to the drug
industry.

GRANDULAR PRODUCTS

89. Modern slaughter houses and other facilities for collection and
storage of glands, extraction of active principles etc. will be encour-
aged in order to prevent the wastage of valuable raw materials that
oould be used profitably for biological products etc.
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DRUG COMPLEXES AT INDUSTRIAL COAL
CONCENTRATIONS

'80. The Hathi Committee have made several recommendations for
non-user of valuable chemicals like Benzene, Toluene as fuel, recovery
of these chemicals from coke oven of steel plants, usage of acids
sludge, establishment of new drug units asing chemicals recovered
from coal-tar distillation at Durgapur, development of coal carboni-
sation complexes in Andhra Pradesh and Maharashtra, recovery of
aromatics from naphtha etc. All these recommendations will be
considered in the context of all factors concerning economic viability
including the factor of locational advantage.

MEDICINAL PLANTS

91.1. In the order of importance, the Hathi Committee had identi-
fied 14 plants having medicinal value, out of which 8, namely
dioscorea species, cinchona, poppy, ergot, digitalis, ipecac, dubesia (or
atropa), and lemon grass are the sources for essential drugs identi-
fled by this Committee. The Hathi Committee had endorsed the re-
commendations of the NCST for increased cultivation of the 14 plant
materials and also production of active principles obtainable there-
from with updated technology.

91.2. The recommendations of the Hathi Committee on medicinal
plants will be reviewed in the light of the conclusions of the Agro-
Herbal Advisory Group constituted in the Ministry of Health and
Family Welfare.

DISTRIBUTION

92. Possibilities of enlarging, rationalising and decentralising the
distribution system in the public sector, with special reference to
rural areas, making use of unconventional agencies for the distribu-
tion of household remedies and commenly used medicines will be
explored, keeping in view the requirements of the Drugs and Cos-
metics Act and Rules.

93. The Hathi Committee had recommended that in order Fo
enable the establishment of pharmacies specially in small towns 1n
rural areas, immediate steps should be taken to revise th.e present
syllabus of training of pharmacists. The Pharmacy C?uncﬂ should
be approached to tailor the course to suit our f:ountry s need.s. . An
intensive need oriented course of a short duration shou}d be msﬁt.ut-
ed for the training of dispensers. The Pharmacy Council of Indian
would be requested to actively consider these recommendations.
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94. The Ministry of Health and Family Welfare will consider the
recommendation concerning provision of proper quality drugs in
adequate quantities through Primary Health Centres in rural areas,
keeping in view the standards for urban areas.

MONITORING

95. Registration and monitoring of the activities of drug and for-
mulation units in the small scale sector will be done by the
development Commissioner, Drug Industry.

PUBLICITY AND ADVERTISEMENT

96. The Ministry of Health and Family Welfare will keep in mind
the view of the Hathi Committee that, because of the importance of
«educating the rural population about the use of household remedies,
advertisements may have to be permitted to serve this limited need.

97. Adequate availability of alcohol, particularly for chemical
based industries, will be kept under constant watch.

MISCELLANEOUS

98. All supplies of single ingredient drugs and drugs included in
Indian Pharmacopoeia should be tendered by Central and State

-Government institutions and local bodies and supplies made to them
under generic names,

99, All single ingredient drugs and drugs included in the Indian
Pharmacopoeia other than those in respect of which brand names
have been abolished shall bear lables displaying entlythe genric

names. Brand names may be shown on lables in less conspicuous
manner.

100. Drug Controller should not, while granting permissions,
give recognition to brand names of new single ingredient drugs, not
.should such drugs be allowed to be marketed under brand names
when first into this country.

101. The Drug Control Administration should immediately go
into the various drug combinations and take prompt measures to
‘eliminate irrational drug combinations or use of ingredients far in
.excess of what is required. No firm should be allowed to incprporate
excessive quantities of any drug over and above the requxremeqfs
for therapeutic and prophylatic purposes. ';‘he Pharmacopogx.;xl
.Committee will be requested to give new/generic names for multiple
ingredient preparations. :
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While reviewing the policy of abolition of brand names in respect
of more drugs in future, the recommendations of the WHO from
time to time on non-proprietory names may also be kept in mind.

103. An endeavour will be made to create facilities for bio-
availability studies, so that the industry, both large and small scale,
can use them to plan and conduct bio-availability and pharmaco-
kinetie studies.

104. Immediate steps to revise the Indian National Formulary
and make it uptodate and to publish journals on the lines of the
Prescribers’ Journals, UK; Medical Letter, USA; or Formulary Notes
of Sri Lanka will be taken.



(including foreign Sector)

Annexure I

Indicatise list of lines of productien fer Public Secter, Indian Secter an d Open for all secters

Public Sector Indian Sector Open for all Sectors
(1) (2) (3)
1. Pemiciflin 1. Ampicillin . 1. Chloramphenicol
2. Streptomycin 2. Doxycycline 2. Neomycin
8. Tetracycline 8. Sulphacetamide 3. Rifamycin
4. Oxy-tetracycline 4. Vitamin C 4. Phthalyl Sulfathiazele
5. Exythromycin 5. Nicotinamide 5. Sulphadizine
6. Ampicillin 6. Halogenated-oxy- 6. Sulphaphenarzole
quinolines
7. Daxycycline 7. Metronidazole 7. Sulphamethoxazole
8. Griseofulvin 8. Glybenclamide 8. Sulphasomidine
9. Gentamycin 9. Chlorpropamide 9. Sulphamoxole
10. Sulphaguanidine 10. Thiacetazone 10. Vitamin A
11. Sulphadimidine 11. Sodium PAS 11. Vitamin B-6
12. Sulphacetamide 12. INH 12. Vitamin B-2
13. Sulphamethoxy-Pyridagine 13. Baphenium-Hydroxy-  13. Vitamin D-g
Nepthoate
_ 14. Sulphadimethaxine 14. Phenacetin 14. Panthenols
15. Vitamin B-1 15. Paracetamol 15. Vitamin-K
16. Vitamin B-2 16. Pethidine 16. Diloxamide-Furoai
17. Folic Acid 17. Digthyl-wbamaxine- 17. Tolbutamide
citrate
18. Metronidazole 18. Xylocaine 18. Insulin
19. Piperagine & itssalts 19. Phenyl Butazone 19. Ethambutol
20. Quinine 20. Oxy-phenyl-Butazone  20. Primaquin
21. Amalgin a1. Caffeine (Natural) 21. Amodiaguin
22. Amidopyrine 22. Vaccines & Toxoids 22. Chloroquin
23. Phesobarbitone 23. Diazepam 23. Aspirin_including

salicylin Acid
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(1)

(2)

(3)

24. Morphine

25. Polio Vaccine

24. Indomethacin

25. Pheniramine

26. Chlorpheniramine
27. Procaine

28. Chlorpromazine
29. Caffeine (Synthotic)
30. Xanthinol-Nicotiname
g1. Theophyline

32. Aminophyline

33. Epnedriac

34. Nitrofurantoin

35. Fuxazalidine

36. Nitrofurazone

37. Succinyl Choline-
loride

38. Hydro-chlorothiazide
39. Clofazimine

40. D.D.S. (Dapsone)
41. Prednisolone

42. Dexamathasone

43. Betamathosone & all
other corticostere

44. Ibuprofen

45. Dextropropoxyphen
46. Thiabendazone

47. Tetramisone

48. Framycetin

49. Bacitracin

50. Cyclophosphamide
51. Mepacrmm

52. Imipiramine

53. Amitryptilene

54. Diphenyl Hydantoin
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(1)

(2)

(3)

55-
56.
57-
58.
59-
. Rutin
61.
62.
63.
64.
65.
66.

Methyl Dopa
Triamcinolone
Phenyl Ephedrine
Salbutamol
Oxytocin

Prenylamine Lactate
Thioridazine
Phenothixzine
Allopurinol
Trimethoprim

Fursemide
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Annexure 1I-A

CATEGORY I—FORMULATIONS
Aspirin tablets

. Digoxin tablets
. DDS tablets

DPT Vaccines
Insulin injection (all sorts)

. Hydro-chlorthiazide tablets
. Indo-chloro-hydroxy-quinoline tablgts and Di-ledi-exy-quino-

line tablets

. INH tablets
9.
10.

INH plus Thiacetazone tablets
Morphine sulphate injection

11. Penicillin injection including procaine Penicillia G and

12
13.
14.

15.

Benzathine Penicillin all strength
PAS and its salts, granules and tablets
Phenoxymethyl penicillin tablets
Streptomycin injection all strengths plus combinatien with
penicillin
Pethidine Injection.
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1.
‘2'

3.

® 36 ¢ »

10.

11.

12,
13.
14.
15.
16.

17.
18,
19,
20,

Annexure 1I-B

CATEGORY II—FORMULATIONS
Analgin tablets
Amodiaquin tablets

Chloramphenicol oral preparations including chloramphenicol
palmitate suspension and syrup and chloramphenicol sodium

. Chloramphenicol in combination with Streptomycin
. Chloroquin salts

. Primaquin tablets

. Calcium Benzoyl PAS tablets

Diethyl carbamazine citrate tablets

., Fur-semide tablets, injection

Glycaryl Trinitrate tablets

Phthayl Sulphathiazole tablets
Prednisolone tablets and injection
Phenobarbitone tablets

Piperazine and its salts—tablets, syrup
Sulphadimidine tablets

Tetracyclines, capsules, tablets, syrup, injection, eye ointment
(including Oxy-demathylchloro and Pyrrolidine Methyl
Tetracylines)

Tolbutamide tablets

Tetanus Toxoid Injection
Diphtheria tetanus toxoid injection
Quinine salts, tablets and injections
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Annexure II-C
CATEGORY II—-FORMULATIONS

Formulations based on drugs falling under the following
categories excluding the formulations included in
Category I and II

. Anaesthatics, General and Local

. Analgesics and Antipyretics

. Anthelimintics

. Antiameobics

. Tnti asthmetic drugs and Enteric Antiseptics

. Antibiotics

. Anticancer Drugs

. Anticoagulants

. Anticonvulsants

. Antidiabatics

. Antihistaminics

. Antileprotic Drugs

. Antimalarial Drugs

14. Antirheomatic Drugs

15(a). Antiseptics

15. Antisepasmodics

16. Antitubercular Drugs

17. Cardiovascular
(i) Antihypertensives
(ii) Anginal Drugs and Coronery Vasodilator
(iii) Peripheral Vasodilators
(iv) Cardiac glycosides
(v) Others

18. Corticosteroids

19. Diuretics

20. Drugs used for Calcium therapy

21, Haematinics

22. Oral Contraceptives

© o I O W

[
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23.
. Oxytocies
25.
26.
27.
28.
. Ampicillin capsules, tablets, syrups and injections
30.
31.
32
33.
3.
35.
36.

317.

38.

39.
40.

233 .
Ophthelmological Preparations

Plasma Expanders and Transufusion Solutions
Sera and Vaccines

Urinary

Vitamins

Erythromycin capsules, tablets and syrup

Metronidazole tablets e
Antacids

Antidiarrhoeals

Antigout drugs

Disinfectants

Antitussives and Expectorants

Dental products other than those containing local anesthetics

Dermatological preparations not containing antibiotics
Sulphonamides and Corticosteriods

Otic preparations not based on antibijotics

Parasympathomimetics



Annexure—IID

CATEGORY IV—FORMULATIONS

Categories of Drugs, the formulations falling under which
will be exempt from price control
. Anabolics
. Antidopressants
. Antidotes
. Antiobesity Drugs
. Aphrodisiacs
C. N. S. Stimulants
. Cholagues
. Dietotics
. Enzymes and Digestants
Haemorrihoidal preparations
. Haemostatics

© ® DU A W

D = O

. Hormones used for menstrual discorders and sterility

—
wW

. Laxatives, Purgatives and Lubricants

foy
>

. Male Hormones

. Mouth washer

. Nasal Decongostants
. Surgical Dressings

[
0o =3 &H WU

. Sweetenera

e
©

. Throat Lozangea, paints, etc.
. Thyroid and Tntithyroid preperations

N o
_- D

. Diagnostic aids
. Anti Parkinsonian Drugs

[
3]

. Muscle Relaxants
. Sedatives and Hypnotiecs

N B B
[S Y S

. Tranquiliners

234
GMGIND—Job 1H--4794 LS...8-6-79—1375



	001
	002
	003
	004
	005
	007
	009
	011
	012
	013
	014
	015
	016
	017
	018
	019
	020
	021
	022
	023
	024
	025
	026
	027
	028
	029
	030
	031
	032
	033
	034
	035
	036
	037
	038
	039
	040
	041
	042
	043
	044
	045
	046
	047
	048
	049
	050
	051
	052
	053
	054
	055
	056
	057
	058
	059
	060
	061
	062
	063
	064
	065
	066
	067
	068
	069
	070
	071
	072
	073
	074
	075
	076
	077
	078
	079
	080
	081
	082
	083
	084
	085
	086
	087
	088
	089
	090
	091
	092
	093
	094
	095
	096
	097
	098
	099
	100
	101
	102
	103
	104
	105
	106
	107
	108
	109
	110
	111
	112
	113
	114
	115
	116
	117
	118
	119
	120
	121
	122
	123
	124
	125
	126
	127
	128
	129
	130
	131
	132
	133
	134
	135
	136
	137
	138
	139
	140
	141
	142
	143
	144
	145
	146
	147
	148
	149
	150
	151
	152
	153
	154
	155
	156
	157
	158
	159
	160
	161
	162
	163
	164
	165
	166
	167
	168
	169
	170
	171
	172
	173
	174
	175
	176
	177
	178
	179
	180
	181
	182
	183
	184
	185
	186
	187
	188
	189
	190
	191
	192
	193
	194
	195
	196
	197
	198
	199
	200
	201
	202
	203
	204
	205
	206
	207
	208
	209
	210
	211
	212
	213
	214
	215
	216
	217
	218
	219
	220
	221
	222
	223
	224
	225
	226
	227
	228
	229
	230
	231
	232
	233
	234
	235
	236
	237
	238
	239
	240
	241
	242



