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INTRODUCTION 

I, the Chairman of the Public Accounts Committee as authorised 
by the Committee, do present on their behalf this Thirty-Fifth Re- 
port on the action taken by Government on the recommendations of 
the Public Accounts Committee contained in h e i r  Hundred and 
Stventy-Ninth Report (Fifth Lok Sabha) on Production of Polio 
Virus Vaccine relating to the Minidlry of Health and Family Welfare 
(Department of Health).  

2. On 10 August, 1977. an 'Action Taken Sub-Committee' (1977-78) 
consisting of the following Members, was appointed to scrutinise the 
replies received from Government in pursuance of the recomntenda- 
tions made by the Committee in their earlier Reports. 

1. Shri C. M. Stephen-Chainncln 
2. Shri Asoke Krishna Duk-Convener 
3. Shri Gauri Shankar Rai 
4 S h r ~  Tulsidas Dasappa I 
5.  Shri Kanwar La1 Gupta I } Memberc 
6. Shri Zawar Hussain 
7. Shri Vasant Sathe I 

J 
3. The Action Taken Sub-Committee of the Public Accounts Com- 

mittee (1976-77) considered and approved the Report at their sitting 
held on 20 December, 1976. The Rrport was adopted by the Public 
Accounts Committee (1976-77) on 31st December, 1976, but it could 
not be presented due to dissolution of Lok Sabha on 18 January, 1977. 
The Action Taken Sub-Committee of the Public Accounts Committee 
(1977-73) considered and adopted the Report at their sitting held on 
18 October, 1977. The Report was finally adopted by the Public 
Accounts Comtriittee (1977-78) on 16 November, 1977. 

4. For facility of reference the conclusions/recommendations of 
the Committee have been printed i~ thick type in the bod). of tltc 
Report. For the sake of convenience, the conclusions/recommenda- 
tions of the Committee have also been appended to the Report in a 
consolidated form. 

5. The Committee place on record their appreciation of the com- 
mmmdable w r k  done by the Action Taken Sub-Committee of the 



Public Accounts Committee (1976-77) in considering and finalising 
this Report. 

6. The Committee also place on record their appreciation of the 
assistance rendered to them in this matter by t& Corn$troller and 
Auditor General of India. 

- .  NEW DELHI; C. M. ST%PHEN, 
November 18, 1977. Chairman, --- 
Kartika 27, 1899 ( S )  . Public Accounts Cornnxittee. 



REPORT 

' 1.1. This Report of the Committee deals with the action taken 
by Government on the Committee's recommendations/observutiw 
contained in their 179th Report (Fifth Lak Sabha) on 'Production 
of Polio Virus Vaccine', commented upon in paragraph 32 of the Re- 
port of the Comptroller & Auditor General of India for the year 
1972-73, Union Government (Civil), relating to the Ministry of 
Heallh & Family Planning (Department of Health). 

1.2. The Committee's 179th Report was presented to the Ldr 
Sabha on 31 August 1,975 and contained 21 recommendations!obser- 
vations. Action Taken Notes on all these recommenda'tionspbser- 
vations have been received from Government and these have been 
broadly categorised as follows: 

(i) Recomme&tions observations that have been accepted- 
by Government: 

S1. Nos. 5, 11, 12, 13, 16, 17, 19 and 20. 

( ~ i )  Recommndat ions~obser~ twns  which the Committee do 
not desire to pursue in the light of the replies received 
fm Government: 

Sl . .Nos.  10, 15 and 21. 

(iii) Recommen&ationsj~bservations replies to which hum ant 
been accepted by the Committee and which requin! mite- 
ration : 

S1. NOS. 1, 2, 3,. 4, 6, 7, 8, 9, 14 and 18. 

{iv) RecmmendaOionsjobse~~atiom in respect of which C& 
ernmcrnt have furnished i d t r im  *ties: 

NIL 

11. The Committee will now deal with the action hketr by dborr- 
e r m e n t  on sqme pf their r e c o m m n d a t i o n s { o ~ t i o m .  



Performance and achievem?nts of tfte Polio Vaccine Production 
Unat (Parag~aphs 1.64 to 1.67 and 1.69 to 1.70-42. Nos. 1 to 4 and 

6.%7$, > i .  

1.4. Reviewing the performance and achievements of the Polio 
Vaccine Production Unit, established in 1964 at the Pasteur Insti- 
tute, Coonoor, in pursuance of the recommendations of Dr. 
A.  B. Sabin (inventor of the Sabin Strains of the Virus from which 
the vaccine is made) who had visited India as a Worl'd Health Or- 
ganisation consultant, the Committee, in paragraphs 1.64 and 1.65 
of their 179th Report, had been constrained to observe as follows: 

"1.64. The Committee are extremely dissatisfied with the per- 
forman- and achievements of the polio vaccine produc- 
tion unit a t  the Pasteur Institute, Coonoor on which, a s  
pointed out by Audit, Rs. 21.15 lakhs, excluding foreign 
aid of Rs. 7.48 lakhs, had been spent upto March 1972. 
They are concerned to note tha*t as against it9 annual 
capacity of 12.50 lakh trivalent doses of vaccine, the unit 
has been able to produce only 4.61 lakh trivalent doses 
from December 1966 to May 1973, in a span of about 61 
years. The average annual production, thus, works out  
to only about 6 per cent of the capacity of the unit. 
Even conceding that the development of the vaccine is 
a sophisticated process and the production of contamina- 
tion-free batches takes time, the present state of f l a i r s  
at the Institute is far from satisfactory. The Committee 
apprehend that unless vigorous and concerted efforts are 
made to improve production and management techniques 
at the unit, the position may well become irretrievable." 

"1.65. In this context, the Committee are of the view that 
the assessments made by a senior ofRdal of the Indian 
Council of Medical Research and by a team of ofacers of 
the Council, the National Institute of Communicable 
Meeases, Directorate General of Health services and the 
Drvg ControIler, who had been deputed to conhct a de+ 
tailed study of the shortfalls in production, are of consi- 

, derable significance and merit 8eriQw and m i a t e  at- 
tention. The picture that,emerges from th@e two studjee 
is far from complimentary both to the production unit and 
the Pastau Ins~tute .  % following facts, in partidar, 
bring out tk sad state af affairs prwailing in the Institute: 



personnel of the production unit and 'the Director of 
the Institute; 
, 

(b) carelessness on the part of middle level supervisory 
staff in coordinating the activities of the unit; 

(c) absence of a long range plan of work, non-fixation of 
targets of production, non-a~si~nrne'nt of responsibilities 
and the absence of frequent and regular checks; 

(d) non-availability of trained middle level staff; 

(e) a complete breakdown of the measures that would en- 
sure sterility in the production chamber; and 

( f )  inadequate maintenance of equipment and records.'' 

1.5. In their Action Taken Note dated 31 March 1976, furnished 
in response to these observations, the Ministry of Health and 
Family Planning (Department of Health) have stated: 

"Government were already aware of the unsatisfactory per- 
formance and achievements of the Polio Vaccine Produc- 
tion Unit at the Pasteur Institute, Coonoor. To remedy 
the defects noticed and ta improve the functioning of the 
Unit, discussions were held in the Directmate General of 
Health Services and in the Ministry of Health on 23.3.74. 
16.7,74, 13.9.74, 1.10.74, 19.10.74 15.2.75; 20.12.75 and 
22.1.76. The recommendations made by a team of officers 
were also considered. There were inherent difficulties in 
the U N ~  as a t  present constituted. The Polio Vaccine 
Production Unit, Coonoor, is tin fact a Unit of the Pasteur 
Institute of South India which is a Registffed Society. 
Even though the Indian Council of Medical Research has 
beem financing this Unit as a research project, the actual 
control of the stafP and responsibility for managing the 
project rested with the Director of the Pasteur Insti- 
tute who is  the Officer-in-Charge of the Unit in addition 
to his dutie$. Thiif mangement was obviously unsatis- 
factory and lgd tb several problems of indiscipline, in- 
efEiciency and abo poor production. At one stage i t  was 
thought that if the Government of Tamil Nadu could 
take over p e  management of the Unit, its pe r fo rmaw 
could be irnbrcyed consider ably. The W c n u n e n t  of 
Tiatnil t add were accordingly quested to take over 
Unit, byt the. state Government, however, regret* 
their inibhty to a g r e  to the pro+. The of. , I 



the vaccine praduced at the Unit had become very low 
and did not puss the neuro-virulence test. The e d s  
which bad been supplied to the Unit by the WHO had 
.bo lost much Of ib potency and if further batches of 
vaccine ere produced out of those seeds, they would not 
paw tbe test. The WHO team had made certaip recom- 
mendations which involve s u e t i d  financial outlay. 
The technical officers, who were consulted in the matter, 
felt that even if additional inputs in tern of finance, 
equipment etc., were given to the Unit, it is doubtfui 
whether the Unit would be able to produce good, accep- 
table and safe vaccine. With the present administrative 
arrangements and management problems and the proved 
inefficiency of the staff, it was felt that it would not be 
wmthwhile to spend large sums of money in reviving the 
Unit in its present form. In the light of the above, the 
Government of India have decided to close down the 
Unit . 
Steps are, however, being taken to develop Polio Vaccine 
manufacture at the Haffkine Institute, Bombay where ne- 
cessary infrastructure. expertise and other facilities are 
available." 

1.8. Dealing, in this context, with the administrative arrange- 
ments for the production of the vaccine, the Committee, in para- 
gropbs 1.66 and 1.67 of the Report had gone on to recommend as 
follarps: 

"1.66. The Committee attach considerable importance to the 
~ r n r n e n d a t i o n  of the study team that the vaccine pro- 
duction unit should be placed under the overall charge of 
a wholetime ofllcer who would be expected to deal with 

the problems relating to pmmdses, personnel, supplies 
and the produdon of vaccine. The Committee accord- 
ingly rec~llltnend that decision on this recomrnenda#on 
s h o d  be taken without further delay so as to place the 
production unit 6n a Anner footing." 

"1.67. The Committee learn that the present Director of the 
hcrteur Institute, who has vast experience in the field 
of pdl30 vgccint will be available for only another two or 
Uvce years me prob1em ef his replacement. when no 
laaara available, cdhr for careful thought. It ia, thee- 



pdio vaccine so that production does not suffer in the 
years to come on account of the non-availability of suit- 
able trained personnel. The Commit* &sire that 
urgent  step^ should be taken to impart mcemry training 
to e sufficient nwber of middle-1wel staff who could 
efpectively discharge the responsibility of overseeing the 
technical aspects of production." 

1.7. In paragraphs 1.69 and 1.70 of the Report, the Committee 
had further recommended : 

"1.69. The Committee are of the view that the rdalady of the 
vaccine production unit at Coonoor is far more deep- 
seated than what meets the eye and the two studies  em^ 
phasise the need for  far-reaching changes and remedial 
measures. The Committee learn with consternation of 
the lack qf cooperation and the complete bmkdown of 
human and personal relationships at the- Institute and 
this should also cause great concern to Government. The 
Committee desire that the functioning of the unit should 
be comprehensively and expeditiously reviewed in t h t  
light of the analysis already made by the two study teams 
and urgent steps taken to remove the existing bottlenecks 
and obstacles and to streamline the production of the vec- 
cine. The Committee note that a meeting had been held 
on 1st October 1974 to consider the recommendatims of 
the Study Team and would like to be informed of the 
measures, if any, already taken in pumuance of these n- 
commendations." 

"1.70. It  is also seen from the ICMR official's report that a 
team of experts from the World Health Organisation 
was scheduled to visit the Pasteur Institute at Coonoor 
in July 1874 to study the technical aspects of vaccine pro- 
duction. The Committee would like to be informed of 
the findings of this team and the action taken by Gavern- 
mznt on its recommendations." 

1.8. In th& Action Taken Notes dated 31 March 19T6. =levant 
to these recomrnendationsiobservations, the Deparhnent of Health 
have replied as follows: 

Purq#mph No. 1. g8 

"'The r s c~ lmtnda t i en  of the Study Teua for +ppaintmerlt of 
a whols time ofiicet was considend in one of thr! meetings 



neld in the Directcrate General of Health. Services. The 
-tor, Pasteur Institqte, Cponoo, enund a t  the meet 
ing that Dr. Vasant Wndit, Assistsnt Directolf would be 
spared completely far looking after the Polio V~ccine 
Unit of the ICMR However as already explained in reply 
to paragraphs 1.64 and 1.65 of the Report in the opinion 
of the technical omcers, no amount of additional inputs 
in terms of finance, equipment and manpower to the Unit 
would improve the performance of the Unit with its 
present administrative arrangement." 

Paragraph No. 1.67 



P a r ~ r W  No. l,$S 

"Keeping in mind the above recommendation and finding the 
situation irremediable, the Government of India have de- 
cided to close down the Unit." 

Paragraph No. 1.70 

"A team of experts from the WHO visited Coonoor from the 
l&h to 15th October 1974 and submitted a report to the 
Director General of Health Services on the 17th Decem- 
ber 1974. They also sent copies of the report to the 
National Institute of Communicable Diseases and to the 
Director of the Pasteur Institute, Coonoor. The recom- 
mendations of the team are given below: 

there is a need for definition of precise work each staff 
member is to do and a clear indication of their indivi- 
dual res~onsihilities. h will be advantageous to ar- 
range for all the  senior staff to spend two to three 
months in a production or vaccine conOrol laboratory 
over the next few years; 

the lift-door opening in the building should be scaled 
off and made air-tight. All windows in the production 
area should be closed and air-sealed; 

in the production area the rooms in which the kidney 
tissue cultures are prepared should be separated by a 
double-door air lock from the area in which the cul- 
tures are infected and harvested. This air-lock could 
be erected in the conidor between the plus 37 degree 
C .  and the plus 34 degree C .  hot rooms; 

(4) the sterile clothing should include trousers as well as 
the cap, mas'k, gown, and cotton boots at present sup- 
plied so that all outer clothing can be discarded before 
entry to t'he production area; 

(5) as rapidly as possible vertical laminar flow cabinets 
should be installed in the appropriate rooms of the pro- 
duction area and in the control area; 

(6) it is desirable that the viruses and sera are stared in 
separate containers, preferably in separate rooms; 



(7) the incubator and water bath for the ret marker test 
arc not adequately temperatun-controlled; no rub- 
mtic recoFders am fitbed and the water bath is too 
d l ;  

(8) there is no continuous recording of temperatures on 
the autoclaves and hot air ovens and indicator capsules 
are not employed; 

, (9) i t  would be advisable to have a separate cabinet for 
each type of seed and to institute a suitable system of 
colour coding; 

(10) a larger water-bath with proper temperature control 
should be installed, and a better method of trypsinisa- 
tion for preparing tissue culture cells should be 
employed; 

(11) considerable improvement in the monkey houses and 
in the care and handling of monkeys is necessary; 

(12) another matter to be investigated is the consistently 
low titres of the vaccine lots. T4he vaccine is prepared 
on kidney tissue cultures of M .  Radiata but the yields 
from this substrate compared with yields from the kid- 
ney times of M. Mulatta and cmepithecus have not 
apparently been compared. These comparisons should 
be made in Coonoor and Delhi and Dr. Archetti in 
Rome will test the titres of some of the batches; 

(13) the temperature of the t w ~  large cold rooms for stor- 
age of vaccine should be kept consistently below-20°C, 
preferably-25°C to S 0 C  and a continuous tempera- 
ture recorder should be fitted; 

(14) a clear policy directive on how much vaccine should 
be prepared annually over the next several years; 

(15) a firm plan for the uplifting, distribution and use of the 
vaccine as it is prepared; 

(16) within the Institute, firm management of the produc- 
tion area with clear programming and well defined 
areas of responsibility for the individual scientists in 
thp senior positions; 



(17) the cxteruh of the NeuraPfFuf4ace ~&;tlng LabQatory 
, at the NICI) b undertake ofher tests on poUomyeUtis 

vacdaes, b& thoee from Ccmmer and those which axe 
imported; 

(18) frequent contact and exchange of information ond 
view on test procedures betweem the National Control 
Laboratory and the Vaccine Production LaboraWy. 

The copies of the reports were sent by the WHO team to the 
Director, Pasteur Institute, Coonoor and to the National 
Institute of Communicable Diseases. The WHO team also 
discussed this report with the Director General of Health 
Senrices and the Director of the Pasteur Institute, Coonoor 
initiated action on the various recommendations of the 
WHO'S Study Team by calling quotation, by contacting 
firms for doing necessary additions and alterations to the 
production area as recommended by the Study Team. 

In regard to the other recommendations of the Study Team 
about the target of production, plan for uplifting of dis- 
tribution etc., these could be implemented only after the 
existing defects noticed in the work of the Unit are re- 
moved and production schedules brought upto-date. To 
consider these aspects several meetings were held in the 
Ministry as well as in the Directorate General of Health 
Services, but as explained in reply to paragraphs 1.64 and 
1.65 of the Report, there had been no improvement in 
the performance of the Unit, with the result, the decision 
to close down the Unit had to be taken." 

1.9. The Cumnittee are perturbed that instead of attampting ta 
infuse new life into the Polio Vaccine Production Unit at Coonoor, 
established at considerable expense to redace the country's &pea- 
d a c e  on imports of a vital vaccine, and to improve its managemat 
and production techniques, Government have apparantty chossn 
the lihe of defeat and decided to close &wn lthe Unit after a decade 
of its existemce and fundiwing. This decision is stated to have 
been taken on the advice Ob the technical ofRcers that no amm~nt 
of additional in* in fenm of hance,  equipment and manpuwer 
would improve the performance of the Uni*, as constituted at pre- 
sent U h b  t b  administrative control of tk Pasteur Insti*, which 
is a rcgbtered &y, as well as on m o u n t  of certain khnical pro- 
M e m s  e a m t e r e d  in the production of good, acceptable and safe 
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v e e .  T& ~&mittee~,  howaver find t h t  & t o  teams 04 of& 
e s  Of the M a n  Csuncii Of M e a i d  Research the National Insti- 
tute of Communicable Diseases, Directorate Genard of H d t h  Ser- 
vices and the Drug Controller, deputed to conduct a d e t a h l  stady 
af the functioning of the Unit and the shoMa& in its preduetion, 
had not expressed tbe3nselves ir £avow of the dia;solution of the 
Unit but had, on the contrary, suggested ramdial measures which 

. could have improved its performance and placed the production on 
a b e r  footing. For iastance, a senior &cia1 of the Indian Council 
of Medical Research had given it as his view that the Unit's adminis- 
trative and technical problems notwithstanding, it could effectively 
woduce, even wi$h its existing staff, several million doses of the 
vaccine annually if "a few essential steps" were taken. The other 
study team of officials had also recommended inter alia, remedial 
measures to be planned and executed on a top priority and that the 
progress made by ,the Praduction Unit should be reviewed annual- 
ly. The Committee, therefore, cannot appreciate the rationale be- 
hind the decision to close down the Unit. 

1.10. As regards the Ministry's contation that there were in- 
herent difficulties in' the administration of the Unit as at present 
constiWe8, the Committee are of the view thati it s b d d  not have 
been beyond Government's capabilities to overcome them. In fact, 
the Cornmilttee find from the Action Taken Note furnished in res- 
ponse to tbir recommend&ion contained in paragraph 1.67 of their 
174th Report that Government are also exploring the possibility of 
teking over the entire Pasbur Institute including the Polio Vaccine 
Production Udt ,  provided the society agrem to transfer all its as- 
sets and liabilities to Government. That the Unit should have been 
closed down even before the final outcome of these efforts is known 
is something of a paradox. I t  is also sigdlcant that certnin steps 
are stated te have been taken by the Director of the Pasteur Insti- 
tute, in ptasuance of the recommendations of a team of experts from 
tht World Health Organisation, for making necessary additions and 
ahrations to the prodaction area. 

1.11. In theme circumstances, the C o d t t e e  find it diicuht to 
reconcile themselves to the closure d the Vaccine Productinn Unit. 
It is a pity that dter having built-up, cwer a bade ,  the m e s r ~ r y  
infrastructure amd elrpertise for the prodwtbn of a SOphisaLcJIkd 
vaccine vital focr tbe well-being of our children, such a dteision 
shoald have been taken withoqt even giving adeqrurte opportunity 
to the Unit to rehabilitmt;! itself. As already pointed out, the alleg- 
ed administrative and technical p r o M ~ ~ ~ s  are by no mcrrps ins=- 
l l ~ l l l l l t a k  The Committee cannot countenance the work of a de- 



crrds Wag thue virtually &strated by what, prima facie, appears 
to be a haarty and ILl-amcdvaxl decision. They would urge Govern- 
ment to review the decision, particularly in the light of the proposal 
to trke over the Pastau?. inkitute as well as the other interim mea- 
sures stated to have been initiated to streandine the functioning of 
the Unit. 

1.12. I t  is evident that this sorry state of affairs could have been 
prevented ib Government were less complacent and had regularly 
monitored the h c t i m i n g  of tbe Unit without waiting for some sort 
d a crisis to develop. The Health Secretary was frank enough to 
admi4 before the Committee that the two study teams of officials 
had been deputed to review the functioning of the Unit only af4er 
Government's attention was drawn by Audit to the prevailing state 
of affairs. The Committee are convinced that with a closer watch 
over the Unit's performance and periodic reviews with a view to 
improving management and prod~:lction techniques, the Upit would 
have shown better results. The Committee take a serious view of 
this default and desire fixation of responsibility therefor. 

1.13. Now that steps are being taken to develop Polio Vaccine 
manufacture at  the Haffkine Institute at Bombay by converting it 
into the Haffkine Bio-Pharmaceutical corporation Limited and the 
technical shortcomings of production of the vaccine at the Pasteur 
Instfiute have also been identified on the basis of expert studies, the 
Committee trust that Government will benefit from the experience 
gained at the latter institute so that there is no repetition of pa& 
mistakes. The performance of the Corporation would need also to 
be closely watched. 

Delays in issue of clearance for imports. (Paragraphs 1.71 and 1.72- 
Sl. Nos. 8 and 9) 

1.14. I t  had been deposed before the Committee by the Director 
of the Pasteur Institute that the shortfall in production of the vaccine 
at the Institute was also atributable to delays in the import of African 
green monkeys and other chemicals and equipment necessary for 
the preparation and testing of the vaccine. Dealing with this aspect, 
the Committee, in paragraphs 1.71 and 1.72 of the Report, had re- 
commended: 

"1.71. The shortfall in production of the vaccine at the Pas- 
teur Institute has alps been attributed by the Director of 
the Institute to delays in the import of African green 
monkeys, chemicals and equipment. The Committee have 
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been informed that while there was a delay of about six 
months in the issue of clearance by the Director General, 
Technical Development in respect of the import of 11 
monkeys in 1970, necessary clearance had been issued by 
the Director General, Tecatnioal DevePoprnent after 4 
months in respect of a further import of 12 monkeys in 
1973. The Committee are concerned over such delays in 
arranging imports of a vital pre-requisite for the produc- 
tion of the vaccine. The Committee are of the view that 
it should be possible to streamline the existing procedures 
for the issue of clearance by the Director General, Tech- 
nical Development at least in respect of such imports by 
Central Government departments and organisations for 
which the justification is beyond doubt. The Committee 
desire that this should be examined and a suitable sim- 
plified procedure evolved." 

"1.72. The Committee note that certain changes have been 
effected in the existing arrangements for sanctioning im- 
ports and the Ministry of Health has been empowered to 
sanction impr t s ,  up to an amount of Rs. 75,000, on their 
own judgment without referring the case to different 
agencies. The Committee trust that with this arrange- 
ment, the bottlenecks in imports would be considerably 
eliminated. The Committee would like to be informed of 
the time now taken, after the introduction of the revised 
procedure, for arranging imports of monkeys and other 
equipment etc. required hv the Vaccine Production Unit" 

1.15.. The Action Taken Note dated 31 March 1976, furnished by 
the Department of Health in pursuance of these recommendations 
is reproduced below: 

"As a decision not to continue the Unit at Coonmr in its pre- 
sent form has been taken, the question of importing of the 
monkeys and other equipment for the Unit at present 
does not arise.'' 

1.16. The Committee regret that the reply now furnished by 
the Department of Health is not quite relevant to their specific re- 
commendation, contained in peragraph 1.n of their 179th Report, 
that a simplified procedure should be evolved for the issue of clear- 
ances by the Director General, Technical Development, in respect of 
imports by Central Government departments and organisations for 
which the justification is beyond doubt. Snce it is not unlikely that 



other W e ~ l l l l ~ e n t  departments and agencies might also be handi- 
capped by delays in issue of clearances for imports, the Committee 
reiterate theb earlier mcmmmdation in this regard and urge that 
the existing procedures should be reviewed without further loss of 
time. 
Under-utilisation of the capacity of the Polio Vaccine Testing Divi- 

sion (Paragraph 1.77-S1. No. 14). 

1.17. For conducting the neurovirulence test of the vaccine pro- 
duced tit Coonoor, a testing division had been established in the 
National Institute of Communicable Diseases, Delhi, in the latter 
part of 1970. Reviewing the utilisation of the capacity created i n  the 
division, the Committee, in paragraph 1.77 of the Report, had re- 
commended as follows: 

'Ylt is also a matter of concern to the Committee that  the 
caparity of the testing division (on which, till March 1972, 
Rs. 14.45 lakhs had been spent, excluding cost of build- 
ings) has been grossly under-utilised so far. The Com- 
mittee note that only 25 lakh monovalent doses have 
been tested by the division till 1974 as against 19.2 crore 
monovalent doses that could have been tested. The under- 
utilisation of testing capacity has been mainly attributed 
to the existing limited capacity for production of the 
vaccine in the country and the delays in the receipt of 
batches for testing. However, even after streamlining the 
production at the Pasteur Institute so as to achieve the 
optimum capacity of 12.50 lakh trivalent doses, the per- 
centage utilisation of the built-in capacity of the testing 
division would still be only about 15 per cent. The Com- 
mittee are also doubtful whether, even after the establish- 
ment of another production unit at  the H a f i n e  Institute, 
Bombay, it would be possible to utilise the full capacity 
of 160 lakh trivalent doses of the testing division. The 
Committee would like to be informed of the basis on which 
the existing capacity of the division has been worked out. 
Government should also examine immediately the feasi- 
bility of effecting economy in the expenditure'on staff etc. 
of the testing division." 

1.18. In their Action Taken Note dated 31 March 1976 on the above 
recommendation, the Ministry of Health & Family Planning (De- 
partment of Health) have replied: 

"The PAC's recommendations are appreciated. In view of the 
decision to close down the Polio Vaccine Unit at  Coonoor 



%here is not enough work with the testing unit. However, 
the unit has been engaged in testing the imported Polio 
Vaccine and storage conditions. 

The question of closing down the Neuro-virulence Twting 
Unit is under consideration. Some of the trained staff, 
however, would be necessary to test the potency of the 
imported vaccine and other connected matters." 

1.19. While the Committee note that Itbe question of closing down 
the Neurovirulence Testiqg Unit set up at the National Institute of 
Communicable Diseases is also under consideration as a sequel to 
the decidon to dose down the Polk  Vaccine Production Unit at  the 
Pasteur Institute, Coonoor, they find, however, that the Dpartment's 
reply is silent in regard to the Committee's specific query about the 
basis on which the present capacity (160 lakh trivalent doses) of the 
testing division had been worked out. The position in this regard 
should be clarified forthwith. 

1.20. As regards the proposal to close down the testing division, 
the Committm find from the reply furnished by the Departnlent to 
their observations contained in paragraph 1.70 of the 179th Report, 
that the team of experts f n m  the World Health Organisation, visit- 
ing India in October 1974, had recommended, inter alia, that the 
~eurovirulence Testing Division at the National Institute of Com- 
municable Diseases s h d d  be extmded to undertake other tests on 
pcrliornyeditis vaccine from ,Coonoor as we@ as those imported. Jt ir 
net clear to Ule Committee where the vaccine produced by the Haff- 
kine Bio-Pharmaceutical Corpnration is praposed to be tested fur 
neuroriruleace with the closure of the t ts thg division. They, there- 
fore, tar thst adequate thought has not been given to this question 
and would urge Government to do some rethinking in this regard. 
The action taken or proposed to be taken on the WHO stl~dy team's 
r ~ ~ m m e n d ~ t i o n  should also be intimated to the Cammittee. 

Distribution and marketing arrangements. (Panagraph 1.81-S1. 
No. 18). 

1.21. The report of the Comptroller & Auditor General of India 
had pointed out, inter alia, that only 1.10 lakh trivalent doses out of 
4.61 lakh doses of the vaccine produced by the Unit from December 
1966 to May 1973 had been distributed till Mav 1973 and that as a 
result of delays in marketing the vaccine, the date of expiry of 0.60 
lakh doses was over, necessitating their reiteration and extension of 
the period of their usability. Commenting on this aspect, in parn- 



graph 1.81 af their Report, the Committee had recommended as 
f ollowo: 

"The Committee find that on account of the delay in marketing 
the vaccine, the date of expiry of 0.60 lakh do- ~ e s  was over 
in July-August 1972 and consequently, these doses had to 
be retitrated and the period of their usability extended 
upto April 1975. The Committee would like to know the 
additional expenditure incurred in retitrating these doses 
and whether the entire quantity of 0.60 lakh doses has 
been utilised, now that even the extended period is over. 
That such a measure was necessary would indicate the 
need for improving the facilities available for marketing 
the vaccine and apparently sufficient attention has not 
been paid to this important aspect. The Committee desire 
that the adequacy of the existing marketing arrangements 
should be reviewed and necessary remedial measures 
taken." 

1.22. In their Action Taken Note dated 31 March 1976, furnished 
in pursuance of the above recommendation, the Ministry of Health 
& Family Planning (Department of Health) have stated: 

"51,250 doses of trivalent vaccine .rom baches No. 11, 13, 14 
and 15 and 8,300 doses from batch No. 12 stored at Haffkine 
Institute, Bombay (i .e. 59,550 doses) had expiry date 
~ ; l ~ - ~ u ~ u s t  1972. These batches were retitrated on 17th 
April 1973 at the National Institute of Communcable 
Diseases, Delhi and were found to retain full potency and 
the expiry date for these batches was extended to 17th 
April 1975. 

These batches were again retitrated at the National Institute of 
Communicable Diseases, Delhi on 11th October 1974 and 
the titres of all batches were found to be satisfactory ex- 
cept that for batch 12 which had been stored at Haffkine 
Institute, ,Bombay. Samples from batch No. 12 were sent 
to the National Institute of Communicable Diseases, Delhi 
by the Haffkine IInstitute, Bombay, directly. The batch 
containing 8,300 doses was discarded on 25th March 1975. 

Vaccine $in batches, 11, 13, 14 and 15 were issued to the Medi- 
cal Stores Depot, Madras on 17th December 1974 for dis- 
tribution. 

The cost involved in retitrating the virus content in batches 
of trivalent vaccine will be negligible as the work invol- 



ed is very small and %he material required for the work 
is easily available in the testing unit at NICD, Delhi." 

1.23. In paragraph 1.81 of their 179th Report, the Committee had 
drawn pointed attention to the dday in diktribution and marketing 
of the vaccine, as a result of which 0.69 lakh doses of the vaccine had 
to be retitrated and certified to be usable beyond their date of ex- 
piry and had desired that the adequacy of the existing markding 
arrangements should be reviewed and necessary remediaf measures 
taken. The Department's reply is, however, unfortunately silent on 
the steps taken ip this regard. That tbese batches of vaccine had to 
be retitrated once again in October 1974, leading to 8,300 closes being 
discarded on account of having lost their potency, only serves to 
reinforce the Committee's earlier impression that adequate attention 
bas not been paid to ,the important aspect ad timely marketing and 
distribution of the vaccine. The Committee are, therefore, constrain- 
ed to reiterate their earlier recommendation in this regard. An 
immediate review of the adequacy of the existing arrangements for 
marketing and distribution of the vaccine is called for. 



CHAPTER 11 

RECOMMENDATIONS/OBSERVATIONS THAT HAVE BEEN 
ACCEPTED BY GOVERNMENT 

Recommendation 

In the opinion of the Committee some of the technical problems 
brought to their notice during their examination are also not entirely 
insurmountable and are attributable more to negligence and careless- 
ness. For instance, the Committee are surprised to learn that no " 

attempt appears to have ever been made to check whether the ger- 
micidal lamps did possess, at  a particular time on a particular day, 
any germicidal activity. Similarly, the electrical appliances are 
stated to be 'in a mess'. I t  is, therefore, obvious that effective super- 
vision and prompt remedial measures have been inadequate, if not 
altogether non-existent. Since the technical aspects of production 
imperatively call for constant scrutiny the Committee cannot coun- 
tenance such lapses in the pmduction of a sophisticated vaccine. 
They desire that responsibility should be fixed for the non-obser- 
vance of even the basic, elementary requirements of successful 
production. 

[Serial No. 5 (Para No.  1.68) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 

Government of India appreciate the recommendations of the 
Committee and in view of the various difficulties and inefficiency of 

' , the staff not, under the direct control of the ICMR, it has been de- 
cided to wind up the Unit and terminate the services of the per- 
smnel. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No.  G .  2501518175-R dated 31-3-76]. 

The Committee have been informed that the production of vaccine 
is also liable to be affected by power failures and are surprised to  
learn that an automatic generator has not been installed so far.  
Since fegular supply of power is one of the important factors for 



maintaining production of vaccine at an efficient level and its proper 
storage, the Committee desire that this deficiency should be made 
good on a priority basis. 

[Serial No. 11 (Para No. 1.74) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 
There is no doubt that the production of vaccine is likely to be 

affected by power failures but a t  the Polio Vaccine Production Unit 
at  Coonoor there was, however, a stand by generator for use on such 
occasions. Due to the various deficiencies in the working of the 
Unit already noticed by the P .A. C., the facilities that were available 
a t  the Unit were not fully utilised. 

[Ministry of Health & Family Planning (Department of Health) 
O.M.  No. G .  2501518175-R dated 31-3-76]. 

The Committee are concerned to observe that the approval of the 
Drug Controller for the preparation of trivalent vaccine from the 
monovalent doses of vaccine produced at  the Institute and tested in 
foreign countries had been communicated only 5 to 8 months after 
the receipt of test results. In the opinion of the Committee, this 
delay was by no means unavoidable. I t  is surprising that the circula- 
tion of the protocols by the Drug Controller to various agencies en- 
trusted with the certification of the vaccine should have taken 5 to 8 
months and the reasons advanced by the Ministry for this delay are 
not at all convincing. The Committee, however, note that the pro- 
cedure has now been streamlined and that the certification by the 
Drug Controller would not take more than 2 to 3 weeks. The Cum- 
mittee trust that the revised schedule for the testing of the monova- 
lent doses of the vaccine would be rigidly adhered to and prompt 
action taken to remedy the situation whenever delays of avoidable 
magnitude come to notice. 

[Serial No. 12 (Para No. 1.75) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

4ction Taken 

As already noted by the P .A .  C.  the procedure has been stream- 
lined. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. do. G. 25015)8/75-R dated 313-W] . 



While the Committee can understand the reasons for the delays 
- involved in the testing of the monovalent doses of vaccine in foreign 

countries, they are unable to appreciate the delays that have occurred 
at the testing division established in the later part of 1970, in the 
National Institute of Communicable Diseases, New Delhi. The Com- 
mittee find that the tests in respect of two batches of vaccine received 
in May, 1971 had been completed only after 11 months in one case 
and 14 months in another case. Though the time taken for the test 
has been reduced in respect of two subsequent batches received by 
the division in January 1973 and February, 1974, the Committee are 
still unhappy with the performance of the testing division. The 
Committee would, therefore, like Government to investigate the 
reasons for the delay in testing the vaccine at the National Institute 
of Communicable Diseases and take suitable remedial measures to 
avoid recurrence of such delays. The Committee would like to be 
apprised of the action taken in this regard. 

[Serial No. 13 (Para No. 1.76) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)] . 

Action Taken 

The question of the delay referred to by the P.A.C. was consi- 
dered in consultation with the Director, NICD, Delhi. The Director 
has replied as  follows:- 

"The bulk suspensions received in May, 1971 happened to be the 
first bulk suspensions received for neurovirulence testing in this Ins- 
titute. It  was essential that their neurovirulence was compared 
with the International reference preparation. The entire procedure 
of establishing the standards of neurovirulence with the Internatio- 
nal preparation and the two bulk suspensions took one year. Since 
the report on neurovirulence testing was to be made for the first time 
in the country, the protocols of test reports had also to be discussed 
before being finalised . 

Steps have been taken at the National Institute of Communicable 
Diseases to ensure that there are no delays in reporting on the neuro- 
virulence of any subsequent bulk suspensions received from Pasteur 
Institute, Coonoor. It is expected that results would be available in 
6-8 months period". 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G. 2501518175-R dated 31-3-76]. 



Now that the Haffkine Institute, Bombay is also expected to 
commence production of oral polio vaccine by the end of 1975, the 
Committee would like the economics of production and distribu- 
tion of the vaccine at  this Institute to be worked out in detail, in 
case this has not already been done, and intimated. The Cornrnit- 
tee also trust that the production a t  this Institute would be geared 
up and streamlined even in the initial stages in the light of the 
experience gained at the Pasteur Institute. The Committee expect 
that in this task there would be no lack of co-ordination, which 
appears to be feared, between the Institute, the Government of 
Maharashtra and also, of course, the Central Government. The 
Committee would be watching the performance of the Haffkine Insti- 
tute with interest. 

[Serial No.  16 (Para No.  1.79) of Appendix I1 to 17th 
Report (Fifth Lok Sabha) ] 

Action taken 

'The production wing of the Haffkine Institute, Bombay has 
been converted into Haffkine Bio-Pharmaceutical Corporation 
Limited. This Unit has got the requisite expertise and once the 
seed virus is made available by the WHO, the Unit can start pro- 
ducing polio vaccine. The Government of India also expect that 
there would be adequate coordination between the Institute, Gov- 
ernment of Maharashtra and the Government of India, so that 
productiem of vaccine is kept up according to schedule. 

[Ministry of Health & Family Planning (Department of Health) 
0 . M  . No. G . 2501518175-R dated 31-3-76] 

Recommendation 

The Committee note that 1.71 lakh doses af polio vaccine sup- 
plied to the Medical Stores Depot, Madras had remained unsold 
towards the closing months of 1974 and would like to be informed 
of the present position of the sales at the depot. 

[Serial No. 17 (Para No. 1.80) of Appendix I1 to 179th 
Report (Fifth Lok Sabha) ] 



Action taken 
The remaining 1.71 lakh doses of Polio Vaccine in  1974 have 

since been distributed by the Medical Stores Depot, Madras. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G.  2501518175-R dated 31-3-761. 

Recommendation 

The Committee are concerned to find that there has been no 
organised Mort to rouse public awareness on anti-poliomyelitis in 
the rural areas. No national programme for immunisation against 
pdiomyelitis ha; yet been contemplated though epidemics of poli*~ 
have occurred in the country and relative t * ~  need, the effort; so 
far made are very limited and modest. The Committee consider 
it important that adequate measures are taken to educate the 
masses, particularly in the rural areas on polio and the efficacy, of 
oral polio vaccine which Government should make every possible 
effort to provide in required quantity and quality. The Committee 
are of the view that the existing arrangements in this regard are 
far from adequate and a more earnest and organised effort is called 
for. The Committee suggest that Government should, inter alia, 
utilise the powerful medium of films and radio so as to make a 
sustained impact on the rural population. 

[Serial No.  19 (Para No. 1.82) of Appendix I1 to 179th 
Report (Fifth Lok Sabha) 

Action Taken 

The incidence of pdio is mainly in the cities, children living in 
rural areas generalb develop immunity at an early age. It  has, 
therefore, not been considered essential to have a national program- 
me for irnmunisation against poliomyelitis. However, the Central 
Health Education Bureau has printed the following publications 
on Polio and sent these to the State Health Education Bureaux for 
adaption1 translation in the regional language. They are: - 

(i) Infantile Paralysis (English) . 
(ii) Bal Pakshaghat (Hindi) . 
(iii) Polio Can be Prevented (English) 

(iv) P o l i e A  crippling diseases of young is preventable-- 
How? (English). 

(v) Polio Ki Roktham Sambhav Hai (Hindi). 



(vi) 'Badwn ko apang banuup& vale rog polio se bachav ho 
sakta hai' Kaise? (Hindi). 

(vii) Get children immunised against Polio (English). 
(vii) Apne Bachon KO Polo se Bachai (Hindi). 

The Radio scripts on 'Immunization and Polio' have been 
broadcast by Weren t  stations as reported by the stations. 

A programme of SITE on Polio has been telecast for all the 
villages in the six states where SITE programmes are beamed. 

The Bureau assisted the Municipal Corporation of Delhi in its 
campaign against Polio by way of providing them folders, hand- 
bills, posters etc. A small exhibition (table top) developed by the 
Bureau was displayed in Pataudi district (Hary ana) where 
Bureau's Rural Field Study and Demonstration Centre is situated. 
This exhibit was also used by the Kalavati Saran Hospital, NDMC 
and 'Municipal Corporation of Delhi. 

[Ministry of Health & Family Planning (Department of Health) 
O . M .  No. G .  2501518175-R dated 31-3-76]. 

The Committee also find that it has been estimated that out of 
the population of 54.80 crores, according to the 1971 census, 8.20 
crore children are in the susceptible group, for whom 24.60 crore 
doses of trivalent polio vaccine are needed annually, besides for the 
estimated 1.30 crore new-born, about 3.90 crore doses of trivalent 
vaccine are also required each year. Yet, the Committee 
are surprised to find t h a t t h e  Country's annual re 
quiremgnt of polio vaccine has been presently esti- 
mated as only 1.20 crore trivalent doses. Apparently, the 
requirements #have been placed at 1.20 crore doses as against 
the actual estimates of 28.50 crore doses on the basis of the expert 
view that the vaccine should be made available for immunisation 
for those who demand it and also used for threatened epidemic. 
The number of doses actually available in the country (both impor- 
ted and indigenously produced) has been much less than even in 
this estimate. The authorities concerned seem to derive comforts 
from the fact that as the epidemic declines, the public lose their 
enthusiasm for immunising the children and fail to give the three 
doses necessary to each child to ensure proper immunising. In the 
opinion of ,the Committee this seems to suggest a certain compliance 
in regard to public indifference not unnatural in Indian conditions, 
towards serious health hazards. That such a situation has been 



allowed to persist only underlines the urgent need to adequately 
educate the public on the dangers of polio and the measures to 
combat this acutely infectious disease. 

[Serial No. 20 (Para No. 1.83) of Appendix I1 to 179th Report (Fifth 
Lok Sabha) ] 

Action Taken 

Action Taken has been reported under S1. No. 19, Para No. 1.82 
of the Report. 

[Ministry of Health & Family Planning (Department of Health) 
O.M.  No. G .  2501518/75-R dated 31-3-7663. 



CHAPTER IIl 

RECOMMENDATIONSlOBSERVATIONS WHICH THE 
COMMITTEE DO NOT DESIRE TO PURSUE IN THE 

LIGHT OF THE REPLIES RECE'IVED FROM 
GOVEXNMENT 

The Committee desire that the possibility of breeding African 
green monkeys in India in a virusfree form, so as to reduce the 
dependence on imports, should be explored on a priority basis. 
The Committee take note of the assurance given by the Secretary, 
Ministry of Health and Family Planning during evidence that this 
suggestion would be pursued with the Veterinary Department and 
would like to be apprised of the progress made in this regard. 

[Serial No. 10 (Para No. 1.73) of Appendix I1 to 179th Report (Fifth 
Lok Sabha)] 

Action Taken 

The matter was considered in consultation with the Department 
of Agriculture who have stated as follows: 

"None of the Zoos in our country have a breeding pair of the 
African Green Monkey. So very little is known about its 
breeding under Indian conditions. It  is felt that it would 
not be worthwhile breeding these monkeys when the 
annual demand is expected to be only 12". 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G .  25015!8!75-R &ted 31-3-76]. 

Recommendation 

It is also significant that while the cost of imported polio vaccine 
works out to only about 15 paise, the cost of production at the tnsti- 
tute is about 50 paise per dose. Considering the wide disparity in 
the cost of imported and indigenous vaccine, the Committee desire 
that urgent steps should be taken to reduce the cost of prodwtion by 
improved techniques. In this connection the Committee have been 
informed that an exercise in this regard had been carried out by a 



Cost Accounts Unit in 1968 and that the review of the cost or pro- 
duction a t  the Institute is under consideration of the Government. 
I t  is deplorable that no action has yet been initiated on the report of 
the Cost Accounts Unit, even after a lapse of more than six years. 
The Committee take an extremely serious view of this delay and 
desire that responsibility should be fixed for the lapse and apprgpri- 
ate action taken under advice to them. 

[Serial No. 15 (Para No. 1.78)  of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 

The Cost Accounts Unit of the Central Research Institute, Kas- 
auli which went into the cost of production of Polio Vaccine at the 
Polio Vaccine Production Unit, Coonoor in 1968 worked out the cost 
more or less on a tentative basis as t.he normal production level had 
not been reached at  the unit. They stated that with the availability 
of necessary testing facilities in India and the employment of the 
full complement of the staff, the production was expected to go up 
substantially, resulting in the lowering of cost of productinr, prog- 
ressively. Subsequently, when the question of review of the price 
of the polio vaccine was considered the OfFicer-in-Charge of the unit 
stated that the price of the polio vaccine might be reviewed at  a 
later date as normal level of production, testing, inchding neuro- 
virulence testing and distribution etc. were not established For the 
reasons already explained in reply to paras 1.64 and 1.65 of the RE- 
port inspite of several attempts, i.t was not possible to lrnprove the 
working of this Unit and to improve the production of the vaccine. 
The Ministry of Finance, Cost Accounts Branch, who was consulted, 
slso advised that an on the spot study at  Coonoor could be under- 
taken if the normal level of production had been established. Due 
to the reasons already explained, i t  was not possible to achieve the 
normal level of production and consequently the question of review 
of cost of production could not be taken up. 

[Ministry of Health of Family Planning (Department of Health) 
0 .  M . No. G . 2501 5'8175-R dated 31-3-76] . 

The Committee understand that while tap water is free from the 
virus of p ~ l i ~ y e l i t i s ,  it  is most dangerous to use water avai!able 
from hand-pumps. While explaining the rea;ons for not contempla- 
ting a national programme for immunisation against polio, the Dir- 
ector General, Health Services had also stated that only by sr~pply- 



ing protected water to the entire country, this disease can, to some 
extent be eradicated and that if this could be enswed, then there 
would be a national programme. The Committee would like to know 
the concrete steps taken by Government in this direction. 

[Serial No. 21 (Para No. 1.84) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 

The Ministry of Works and Housing, who were consulted in the 
matter, have replied as under:- 

"There are about 1.53 lakhs problem villages iii thc country. 
Upto March, 1974 about 40,000 villages have been covered 
with protected water supply and the Fifth Five Year Plan 
expects to cover as many as 80,000 villages with protected 
water supply through various means including hand- 
pumps. In this connection, the Committee's views that 'it 
is most dangerous to use water available from hand- 
pumps' is not tenable. Presumably, the Committee means 
to say that there are chances of contamination in case of 
handpumps. If adequate sanitary measures are adopted to 
prevent contamination, there is less danger in wing 
water available from handpumps and morcuver no such 
record with us to substantiate the fact that the section 
using water from properly installed and maintained hand- 
pumps are affected by Poliomylitis. 

In the light of the magnitude of problem yet to be covered 
in providing protected water supply to rural communities, 
it may not be feasible to have piped water supply system 
in all the 5.57 lakhs villages in the country within a r e a  
sonable time limit. Therefore, provision of properly con- 
structed tubewell handpumps in rural areas will have to 
continue for some more years to come." 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G.  25015j8j75-R dated 31-3-76]. 



CHAPTER N 
RECOMbbENDA~OT;QS/O.BSERVATIONS REPLIES TO WHICH 

HAVE NOT BEEN ACCEPPED BY THE COMMITTEE AND 
WHICH REQUIRE; REITERATION 

The Committee are extremely dissatisiied with h p e r f o m -  
a d  achievements of the polio vaccine production unit at  the Pmtmr 
Institute, Coonoor on which, as pointed out by Audit, RS. 21.15 lam, 
excluding foreign aid of Rs. 7.48 lakhs, had been spent upto March, 
1872. They ere concerned to note that as against its annual capacity 
of 12.50 lakh trivalent doses of vaccine, the unit has been able to 
produce only 4.61 lakh trivalent doses from December 1966 to May 
19173, in a span of about 64 years. The average annual production, 
thus, works out to only about 6 per cent of the capacity of the unit. 
Even conceding that the development of the vaccine is a sophisticat- 
ed process and the production of contamination-free batches takes 
%be, the present state of affairs at the Institute is far from satisfac- 
'tory. The Committee apprehend that unless vigorous and concert 
eflorts are made to improve production and management techniques 
.at the unit, the pogition may well bec- irretrievable. 

[ M a 1  No. 1, (Para No. 1.64) of Appendix I1 to 179th Repor$ 
(Fifth Lok Sabha)]. 

Action taken 

Government were already aware of the unsatisfactory perform- 
ance and achievements of the Polio Vaccine Production Unit at the 
Pasteur Institute, Coonoor. To remedy the defects noticed and to 
improve the functioning of the unit, discuaoions were held in the 
Mrectorate General of Health Services and in the Ministry of Health 
an 33-3-74. 16-7-74 18-9-74, 1-10-1974, 1910-1974, 15-2-75, 20-12-75 and 
2%1-76. The Recommendatiosl made by a tam of ofBm were 
also considered There wege inherent difaculties in the Unit 
as at persent cqmtituted. The Polio Vaccine Production Unit, 
cCoonw, is in fact a Unit of the Pasteur Institute d 
South Mia  which is a Re#&red Society. Even thorn 
a Iadian Coundl of W c d  Research has been financing this 



Unit as a research Project, the actual cunM qf h staf3e 
responsibility for managing the project rested with the Mrector of 
the Pasteur Institute who is the.Ow+-Charge of the Unit in sd- 
dition to his duties. This arrangeliiehtw&s obviously unsatisfactory 
end to several problems of indiscipbq~~e@cieri@ afid'$asa' && 
p i rodu t io~  At ane & g e  .it was thought that if t k  *Gw- 'ol 
 dl Nadu could' h e  over the mamgthlent ~f Ule Unit, its perfor- 
mance could be improved considerably. The Government of Tamil 
Nadu were accordingly requhDed to take over the Unit, but the 
State Government, however, regretted their inability to agree t a  the 
proposal. The potency a! i?ie vatcine produced at the Unit had be- 
come'very low and didYnot $tss the'neuro-virulance d.' ' h e  seeds 
which had been supplied tq the Unit by the WHO had 
also lost muoh 'of its potency'. and . i f  further batches c& 
va&e ' &&a- produced out 09 'th'ds'e seeds, they. , V l d  not 
y s  tk- test. The WHO team ,%ad mad&'' 'c&dMi ' recoml 
meadations wfiich' invalve - substanti$ financial outlay. The 
technkal officers, who ye& consulted in the matter, felt that 
even if additional inpats i? ferms of finance, equipmqnt etr.  we^ 
given to the Unit, i t&  is'ddiltful whether the Unit w@~ld'be able to 
produce good, accepkble and ,safe vaccine. With the present. ad- 
ministrative arrangtkepts and management problems and the  
provhjj inefliciency of the' staff, it was felt that i t  would' not 
wsrthGhile to spent large sums -or mopey in reviving the Unit in 
its present' f o e  In &'light of the above, the Government o? 
India have decide! to close down-the Unit. .. - 

% - *  

2. Steps are, however, being taken to develop Polio Vaccine man- 
facture at the Haffkine Institute, Bombay where necessary infra- 
structure, expertise and other facilitiei are available. 

[MinirltqY- -. of Health - - & Family Planning (Department of Heilth) 
i 7 .  .- OM. NO. G . 25015/%2&-X at& 3.14-7~3 

Recommendation 
'-, 

In this cenbkt, tfYe Committee. are' of therview- t h a t ' k ~ c  ass- 
ments made by a fenioi o&ieldfof the'1nda6 Couyil of Medical Re-- 
search and by a tedm af of8fi$s of the Countil, 'Phi Nationd 
Institute of Communicable ' ' ~ ~ e s ,  ~ifedtorate Ckhearal df 
Health Services and the p r u  s Controller, who had Wren deputgd s to conduct a detai$$'sttidy b eh(t shortfaKin producbon, a$ d 
coihiderable signifkance and 'mere setlbbg ' aid  immddiate attehtiok 
The picture that emerges from these two studies is far from compli- 
mentary berth to the production &it and the Pasteur Institute. T,& . ..-. " d * .  



following facts, in particular, Wing out 'the sad state of affairs pre- 
vailing in the Institute: 

' C f  , , -. 
(a) Lack ii) ewpeption and s u p b r t  ~&s.canplete break- 

down of burhk and personal relationships between the 
personnej of .the nr~dyction unit and themrector  of the 
Institute; r , , ,  f +  

(b) carelesstwsa on the' part oi%ddh level supervisory staff 
in coordinating tkk ac t iv i~& of the unit; 

. . / . L  
7 , "  

i (J<.  . 
(cj absence of a long , rqge  plan of work, nofixation of tar- 

gets of production, non-assignment of responsibiljties and 
the absence of frequent .and re@ar checks; 

(d) nan-availability of trained middle level staff; 
(e) a complete breakdown of the measures that would ensure 

sterility in the production chamber; and 

(f) in adequate maintenance of equtipment and records. 

[Serial No. 2', (Para No. 1.65) of Appendix I1  to 179th R e p t  
(Fifth Lok Sabha)]. 

Action Taken 

Action taken has been reported under Serial No. 1, Para No. 1.64 
of the Raport. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G. 25015/8/75-R dated 31-3-76] 

Recommendation 

The Committee attach considerable importance to the recommen- 
dation of the study team that the vaccine production unit should be 
placed under the overall charge of a wholetime officer who would 
be expected to deal with all the problems relaGng to premises, per- 
sonnel, supplies and the production of vaccine.. The Committee 
accordingly recommend that decision on this recommendation should 
be taken without further delay so as to place prrordwtion unit 
on a finner footing. 

[&rid Na. 3 (Para No. 1.66). of ~ p p e ~ d i x '  k 'to 179tb Report . . (Fifth h k  Sabha)]. 



The recommendation of the Study Team fclr appointment of a 
wholetime officer was considered in one of the meetings held in the 
Direcb~rate G a d  of h l t h  Services. The Director, Pasteur 
lnslti-, Coaoo~ ,  B S $ U ~ @ ~  at the meting that Dr. Vasant Pandit, 
Assfstant Director, would be spared completely for looking after the 
'Polio Vacdnc Unit of the ICMR However, as already explained in 
reply to paragraphs 1.64 and 1.65 of the Report, in the opinion of the 
technical oScers, no amount of additional inputs in terms of finance, 
equipment and man-power to the Unit would improve the perfor- 
mance of the Unit with its present administrative arrangement. 
[Ministry of Health & Family Planning (Department of Health) 

O.M. No. G. 25015/8/75-R dated 315-761 

The Committee learn that the present Director of the Pasteur 
Institute, who has vast experience in the field of polio vaccine will 
be availam for only another two or three years. The problem 
of h k  replacement, when no, longer available, calls for careful 
thought. It is, therefore, imperative that a sufficient number of 
persons are trained in the techniques and intricacies of production 
of polio vaccine so that production does not suffer !n the years to 
come on account of the non-availability of suitable trair-ed person- 
net The Committee desire that urgent steps should be taken to im- 
part necessarg training to a sdc ien t  number of middle-level staff 
who could efFectively discharge the responsibility of oversezing the 
technical aspects of production. . . 

[Serial No. (Para No. 1.67) of Appendix I1 tol 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 

The present Director of the Pcbgteur Institute who is holding the 
post of the OfBcer-in-Cbarge of the Polio Vaccine Production Unit 
is due to retire from m i c e  of the society in November, 1976. Dr. 
Vasant Pandit, the permanent Assistant Director of the Institute is 
oa depubtim to the Polio p1.oductim Vaccine Unit. He has beea 
associated with the Unit as a medical ofacer from 2-12-63 and as 
Ibsamh QBcer since 1-12-1986. He has been trained in the prepa- 
ration of live polio vaccine at the Institute of Poliomylitis .nd Vird 
Enoq,belitis, Moscow on a WHO fellowship. There is dso a tem- 
porary Research O W r  in the Unlt since 1-11-1971 who has been 
associated ai th the preparation of Polio vmine as medical oi3cer 



since 8th 1965. It is agreed that it would be necessary to 
train other middle level staff in the techniques aah intdOBCiw of pro- 
duction of polio vaccine, but as the dechion to cloe  down the unit 
bas since been talcea, b question ob giving tFaining to the existing 
permme1 at  the Unit has ceased to be a live issue. Govt. of India 
are, however, exploring the possibility of taking over the entire Past- 
eur Institute including the Polio Vaccine Production Unit provided 
the society agrees to transfer all its assets and liabilities to them. 
If the Pasteur Institute is taken over by the Government end the 
Unit is revived full use of the trained manpower will be possible and 
further steps to train adequate number of personnel will be taken. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. G. 25015/8/75-R dated 31-3-76] 

The Committee are of the view that the malady of the vaccine 
production unit at Coonoor is far more deepseated than what meets 
the eye and the two studies emphasis the need for far-reaching 
changed and remedial measures. The Committee learn with con- 
sideration of the lack of cooperation and the complete breakdown 
of human and personal relationships at the institute and this should 
also cause great concern to Government. The Committee desire 
that the functioning of the unit should be comprehensively andl 
expeditiously reviewed in the light of the analysis already made by 
the two study teams and urgent steps taken to remove the exist- 

I ing bottlenecks and obstacles and tci streamline the production of 
the vaccine. The Committee note that a meeting had been held on 
1st October, 1974 to consider the recommendations of the Study 
Team and would like to be informed of the measures, if any, already 
t&en in pursuance of these recommendations. 
[Serial No. ti (Para No. 1.69) of Appendix I1 to 179th Report (Fifih 

Lok Sabha)] 

Action Taken - 
Keeping in mind the above recommendation and finding the 

situation irremediable, the Government of India have decided to 
close down the Unit. 

mky 09 Health & Family Planning (Department of Health) 
O.M. NO. G. 25015/%/75-R dated 31+76] 



I . .  . .  
' ID  it^ w seen from iii& fd%~-~rnfsci& report thG a3eam of ix-  

per&,fm& the Wodd K e W  org@sation was: scipduled to visit 
the PasCur institute at  ~oofi06r"in J ~ ?  1974 to 6'&iY the technical 
aspects df vdcdne prohctiori. :Thk ' Committee wotlh,*.like .to be 
informed if th& findings of ' t d  tekn .and the action taken by Gov- 

. . ernmeat' oh its recommendation's. :'-' " -  ' 

.,I. . I .  n.., , . -'I 

f &rial No. 7 ,(Para No. 1.70) .of Appendix I1 tb 174 Report 
"_  , ' I f 7 , %  , % ; a *  (Fifth hk-. Shlbhe) ] 

Taken 

A'team of experts from the WHO visited Coonoor from the 10th 
toa15th Octohr, 1974nW submitted a report to the Director General 
of Health Services on the 17th December, 1974. They also sent 
copies of the ~ e p o r t  to ,tl-&c.:.N~rtional- Institute of Communicable 
diseases and to the Director of the Pasteur Institute, Coonoor, The 
recommendations of the team Are,-given below:- - ,-. - .; ,,- ---. r -' . - -LL 

(1) there-3s a need for definition of precise work each staff 
rnemb6&sa . & .  to + do - and a clear indication ,.of their individual 
responsi$&ies.. It will be advantageous to arrenge for 
all the sedor staff to spend two to , t h w  -months in a pro- 
duction BE v&+qq&~l,,@borator~ over the next few 
years; 

, , ~ i j '  J , '  ? * 

.(2) the lift-door bope'f~6g ih the .b$ding ,should be sealed off 
a i d  made-a%tight.' All windows in the pr'oductiion area 

, . 
should be: cltsed qnd ,.I '-air-sealed; .I , ' 

(3)'4n the productian. m a .  the rooms: in  which the kidhey 
tissue cdtures are .prepared should be'separabd by a 
double-door air lorkrlfrorn the area in. which the cultures 
are infected and harvested. ., This air-lock could be erected 
in the d i d o r  between the +37OC and the +34"C hot 
mms. 

(4) the sterile clothing should include trousers as well as the 
cap, mask, gown, and cotton bcpts at present supplied so 
that all outer clothing can be discarded before entry to 
the production area; ... -.- 

(5) as rapidly as possible vertical lamin& flo& kibinets should 
be installed in the appropria.te moms o_f the production 
a F a  and in the cbntPol -area; 



4.6) j t  i s  desirable that the viwp andrseca am stored in 
contahbrs, preferably in separate rooms; 

(7) the incubator and water bath for the, pt marker test are 
not ~&dequately temperature-contro1,IeilJ no automatic re- 
corders are fltted and ihe water bath js'too small; 

* l " t $ s  ' 

(8) them i6 no continuous recording of temperatures on the 
auW%*a"ves and hdt air avens and indicator 5apsiile-s' are 
,im$ employed; . - . -  . -  . 

. = .  1 
,<9) it would be advisable to have .. . $ separate cabinet for eakh 

type of seed and to instit& acedteble system of colour 

T10) a. larger water-bath Mth .?$roper - temperaturg : eontrol 
should be installed,: an& a ibe%e< method -of tryosini'sation 
for preparing tissue cultqe cells should be employed; - A -  < .. - 

(11) considerable impovment '  in the monkey houses and in 
the care ahd.#mndlt.ng of- monkeys irr- irecessary; 

'(12) mother matt& to be investigated "is the consistently low 
titres of.th8.Wcdne lots. ~ h e ' v a c c i m  - is  prepared on 
kidie) tissue cultures of M. iadiata but -%he iields from 
this substrate compared with yields from t h  ' kidney 
tissues of M. mulatta and ceropithecus ha& &t appa- 
rently be& cbmpared. These  comparison^ - should be 
made in Co~noor and Delhi and Dr. Archetti in Rome 
will $est,..t4? tit& of some of the ba&hes. 

'(13) the temperature of the two large cold rooms for storage 
of vaccine should be keptmnsistently below -20°C, pre- 
ferably -25"C, to --30°C and a co,ntinuous temperature re- 

' corder should be fitted. - :" '" . - . - . a  

(14) a clear policy directive on how much vaccine should be 
prepared annually. over .the- next several years; 

415) a firm plan for t'he uplifting, distribution and use of the . . vaccine as i t -  iTprepared; ... _ .  , 
(16) within the Institute, firm manajkineit of the ~ioduction 

area with clear programming and well defined areas of 
responsibility for t b  individual scientists in the senior 
positions; . - 

(17) the extension of t&e Neurovirulence Testing Laboratory 
at  the NICD th3 undertake-other tests on poliomyelitis vac- 



cines, both those from Coonoor and &ose which are tm- 
p a w ;  

(18) frequent contact and exchange of informatioq,and views 
on @st procedures between the National Control Labo- 
ratory and the Vaccine Production Laboratory. 

The copies of the reports were sent by the WHO team to the  
Dimtor, Pasteur Institute, Coonmr and to the National Instftute 
of Communicable Diseases. The WHO team also discussed this 
report with the Director-General of Health Services and the Direc- 
tor of the Pasteur Institute, Coonoor initiated action on the various 
recommendations of the WHO'S Study Team by calling quotation, 
by contacting Arms for doing necessary additions and alterations to 
the production area as recommended by the Study Team. 

In regard to the other ~ecommendations of the Study Team about 
the target of production, plan for uplifting of distribution etc., these 
could be implemented only after the existing defects noticed in the 
work of the Unit are removed and production schedules brought up- 
to-date. To consider these aspects several meetings were held in 
the Ministry as well as in the Directorate General of Health Services, 
but as explained in reply to paragraphs 1.64 and 1.65 of the Report, 
there had been no improvement in the performance of the Unit, 
with the result, the decision to close down the Unit had to be taken- 

w s t r y  of Health & Family Planning (Department of Health) 
O.M. No. G .  25015/8/75-R dated 314-76J' 

Recommendation 

The shortfall in production of the vaccine at the Pasteur Insti- 
tub has also been attributed by the Director of the Institute to 
delays in the import of African green monkeys, chemicals and equip- 
ment. The Committee have been informed that while there was 
a delay of about six months in the issue of clearance by the Director 
Genejal, Technical Development in respect of the import of 11 
monkeys in 1970, necessary clearance had been issued by the Direc- 
tor General Technical Development after 4 months in respect of a 
furthir import of 12 monkeys in 1973. The Committee are con- 
cerned over such delays in arranging imports of a vital pre-requisite 
for the production of the vaccine. The Committee are of the view 
that it ahould be possible to streamline the existing procedures for 
the issue of clearances by the Director General, Technical Develop- 
ment at least in respect of such imports by Central Government 



departments and 'ofgmisatio~ for which the justi&tion is beyon& 
doubt The Committee d&re that this should be exmined and a. . 
suihbk, simplified proceddre evolved. 

[%rial N a  8 [Para No. 1.71) of Appendix I1 to 179th Repwt- 
(Fifth Lok Sabha)% 

Action Talren 

As a decision not to continue the Unit at  Coonom in its present 
form has been taken, the question of importing of the monkeys and 
other equipment for the Unit at present does not arise. 
[Ministry of He&h & Family Planning (Department of Health) 

O.M. No. G. 25015/8/75-R dated 31-3-761 

The Committee note that certain changes have been affected in 
the existing arrangements for sanctioning impofis and the Minis- 
try of Health has been empowered to sanction imports, up to an 
amount of Rs. 75,000, on their own judgement without referring 
the case to different agencies. The Committee trust that with this 
arrangement, the bottlenecks in imports would be considerably eli- 
minated. The Committee would like to be informed of the time now 
taken after the introduction of the revised procedure, for arranging- 
Imports of monkeys and other equipment etc. required by the Vac- 
cine Production Unit. 

[Serial No. 9 (Para NOL 1.72) of Appendix II to 179th Report- 
(Fifth Lok Sabha)'f 

Action Taken 

Action taken has been reported under S1. No. 8, Para No. 1.71' 
of the Report. 
mistry of Health & Family Planning (Department of Health). 

O.M. No. G. 25015/8/75-R dated 313-76'J' 

Recommendation 

I t  is also a matter of concern to the Committee that the capacity 
of the testing division (on which, till March 1972, Rs. 14:45 lalchs 
had been spa$?, ~ c l u d i n g  cost of buildings) has been grossly under- 
util!ieed wo far. The Committee note that only 25 lakh monovalent 
doses hrnre been tested by the division till 1974 against 19.2 wore- 



m r m w a l e n t t d ~  that could have bqm t e s W  Tfie under~utilisatbn 
'of ksfdng, -ik has .been inably attsSbutasrll ,ha I&W existing limit- 
ed capacity for production of the vaWw in. +hq caun$ry m d  the 
delays in the receipt of batches for testing. -Howeve;r, even after 
@ + m n i n g  t b  prbd&ion ai the Pastdur h t i tu td ' so  %Yo achieve 

/ I the optimum capacity of 12.50 l a b  trivalent dose, the percentage 
utilisation of the built-in c~gqc_ltY gf the testing division would 
still be only about 15 per cent. %& 'i?omm!ittee are also doubtful 
wMhwr, even a f t e ~  the establishment of another produetian unit 
at the Hamine Ins@tute, Bombay, it would be passible to utilise the 
full capacity d 160 lakh trivalent doses of the testing division, The 
Committee would like to be informed of the basis on which the 
existing capacity . ~ f  fie division has been worked out. Government 
should also examine hmediately the feasibility of effecting eco- 
nomy in the expenditure q~ staff etc, of the testing division. . I 

[Serial No. 14 (Para,Na 1,77) .of Appendix I1 tg 179th Report 
(Fifth Lok Shbha)] 

Action T a k h  - 
The P.A.C's reconimeniiati~m are appreciated. In view -of the 

decision to close down the Polio Vaccine Unit at Coonoor there is 
not enough work with the testing unit. However, the Unit has 
been engaged in testing the imported Polio. Vaccine and storage 
conditions. ' , , I  

The question of closing down the Neuro-virulence Testing Unit 
5s  under consideration. Some d the trained staff,, howcvs~,. would - 
be n6cessax-y to test the potency of the imported vaccine and other 
connected matters. 

1 

[Ministry of Health and Family Planning (Department of 
Health) O.M. No. G .  25015/8/75-R dated 31-3-76] 

c - 
- Recomm~ltdat ion , . 

The Committee find that on account of the delay in marketing 
the vaccine, the date of expiry of 0.60 lakh doses was over in July- 
August 1972 and consequently, these doses had to be retitrated and 
lthe period of their unability, extended upto April 1975. The Com- 

--wittee would like to know the additional expenditure incurred in re- 
titrating these doses and whether the entire qu!antitY of 0.60 lakhs 
doses had &en utilised, now that even the extended period is o h r .  

: J h t  such a -sure war necessary would indicate the need for im- 



proving the  facilities available Sor marketing the vaccine and 
apparently sufficient attention has not been paid to this important 
aspect. The Committee desire that  the adequacy of the existing 
marketing arrangements should be reviewed and necessary remedial 

. . measures taken. 

[Serial No. 18 (Para No. 1.81) of Appendix I1 to 179th Report 
(Fifth Lok Sabha)]. 

Action Taken 

51.250 doses of trivalent vaccine from batches No. 1 1 ,  13, 14 and 
15 and 8,300 doses from batch No. 12 stored a t  Haffkine Institute, 
Bombay ( i . e .  59,550 doses) had expiry date July-August, 1972. 
These batches were retitrated on 17-4-1973 a t  the National Insti- 
tute of Communicable Diseases, Delhi, and were found to retain 
full potency and the expiry date for these batches were extendzd to 
17-4-1975. 

These batches were again retitrated at th2 National Institute of 
Communicable Diseases, Delhi on 11-10-1974 and the titres of all 
batches were found to be satisfactory exczpt that for batch 12 
which had been stored at Haffkin Institute, Bombay. Samples from 
batch No. 12 were sent to the National Institute of Communicable 
Diseases, 'DAhi, by the Haffkine Institute, Bombay, directly. The 
batch containing 8,300 doses was discarded on 25-3-1975. 

Vaccine in h:itc*hcs. 1 1  1:i If and  15 were 1ssuet1 t o  the Mcdlcal 
S tores  Tkpot ,  Madras  o n  17-12-1974 f o ~  distrlbutlon 

The cost involved in retitrating thc virus content i n  batch2s of 
trivalent vaccine will be negligible as the work involved is very 
small and the material required for the work is s s i l y  available in 
the testing a t  N.I.C.D., Delhi. 

[Ministry of Health and Family Planning (Department of 
Health) O M .  No. G. 25015/8/75-R dated 31-3-1976] 
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GOVERNMENT HAVE FURNISHED INTERIM 



- -- -- -- -- -- - -  - 
SI. Para Ministry Conclusions/Recommendations 
No. . No. concerned -- A - .  

I 2 3 4 
-- -- -- 

I r .g Health & Family Planning The Committee are perturbed that instead of attempting to 8 
(Department of infuse new life is to the Polio Vaccine Production Unit at Coonoor, 

established at considerable expense to reduce the country's depen- 
dence on imports of a vital vaccine, and to improve its management 
and production techniques, Government have apparently chosen the 
line of defeat and decided to close down the Unit after a decade of 
its existence and functioning. This decision is stated to have been 
taken on the advice of the technical officers that no amount of addi- 
tional inputs in terms of finance, equipment and manpower would 
improve the performance of the Unit, as constituted at present 
under the administrative control ob the Pasteur Institute, which is 
a registered society, as well as on account of certain technical prob- 
lems encountered in the production of good, acceptable and safe 



vaccine. The committee, however, find that the two teains'bf offiJ 
cials of .the Indian Council of Medical Research, the Natiodal Insti-' 
tute of Corqmunicable Diseases, ~ g e c t o r a t e  General of Health Ser- 
vices and the Drug Controller, deputed to conduct a detailed &df 
of thq functioning of the Unit and the shortfalIs in its prqduction, 
had not expr&sed themselves in favour of the dissolution of the 
Unit but had on the iontrary, suggested remedial measure9. which 
could have improved its performance and place the production:& 
a firmer footing. For instance, a.?nior official of the Indian Cowl 
cjl of Medical Research had given it as his view that the unft's 

>*-. a ,  * administrative and technical problems notwithstanding, x t  could 
effectively produce, even with its existing staff, several million 
doses of the vaccine annually if "a few essential steps" were taken. 
The other study team of .officials had also recommended, inter aEia, 
remedial measures to be planned and executed on a top priority and 
that the progress made by the Production Unit should be reviewed 
annually. The Committee, therefore, cannot appreciate the ration- 
ale behind tlie decision to close down the Unit. 

2 1.10 Health & Family Planning As regardktthe Winistry's contention that there were inherent 
of Health) difficulties in the administration of the Unit as at  present constitut- 

ed, the Committee are of the view that it should not have been 
beyond Government's capabilities to overcome them. In fact, the 
Cjornmittee find from the Action Taken Not9 furnished in respnsq 



to their recommg~dation contained in paragraph 1.67 of their 170th 
Report that Government are also exploring the possibility 6f taking- 
over the entire ~ a s t e u r  Inrtitute including the Polio Vaccine prod&- 
tion Unit, provided the society agrees to transfer all its assets and 
liabilities'b Government. That the Unit should have ;been cbosed 
down eveli before the, final outcome of these efforts is; known i s  
something of a paradox. It is also significant that certain,&ps ar$ 
stated to h,ave been taken by the Directot of the Pasteur ~astit~.k 
id. purstftince of the recommendations. of a .team. of: e3Kpe~t.S from* & 
World Health Organisation, for making necessary ,additionsi an$ 
alterations, to thg production area., . ,  

-do- In these circumstances, the Committee find it- difficult to recon- 
cile themseltre-, to the closure of the V~ccine Production Unit. It is & 
a pity that after having built-up, over a decads,'the necessary infra- 
structure and expertise for the production of a sophisticated vaccbp 
vital for the well-being of our children, such a decision should havp 
been taken without even giving adequate opportunity to the Uqit 
to- rehabilitate ,itself. As already pointed out, th6 alleged ahiniff- 
trative and technical problems are by no means insurmountable. 
The Committee cannot cduntenance the work of a decade beSng 
thus virtually f'rustrated by what,.p%ma facie, appears to be i has% 
and ill-conceived decbion. They 'would urge Government to' review 
the decision, particularly in the light of the proposal to take obey 
the Pasteur Institute as well as the other interim measures stated 
to have been initiated to streamline the functioning of the Unit. 
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4 1-12 Health & Family Planning It is evident that this sorry state of affairs could have been pre- 
(Department of Heahh) vented if Government were less complacent and had regularly 

monitored the functioning of the Unit without waiting for some sort 
of a crisis to develop. Thi Health Secretary was frank enough to 
admit before the Committee that the two study teams of of8ciaIs 
had been deputed to review the functioning of the Unit only after 
Government's attention was drawn by Audit to the prevailing state 
of affairs. The Committee are convinced that with a closer watch 
over the Unit's performance and periodic reviews with a view to 
improving management and production techniques, the Unit would 
have shown better results. The Committee take a serious v i m  of 
this default and desire fixation of respnsibility therefor. 

Now that steps are being taken to develop Polio Vaccine manu- 
facture at  'the Haffkine Institute at Bombay by converting it into the 
Hamine Bio-Pharmaceutical Corporation Limited and the technid 
shortcomings of production of the vaccine at the Pastew Institate 
have a h  been identified on the basis of expert studies, the Com- 
mittee €rust that Government will benefit from the experience gained 
at the latter institute so that there is no repetition of past mistakes. 
The performance of the Corporation would need also to be ch&y 
watched. 

The Committee regret that the reply now furnished by the 
Department of Health is not quite relevant to their specific ~@COIP.I 



mendation, contained in paragraph 1.71 of their 179th Report, that 
a simplified procedure should be evolved for the issue of clearances 
by the Director General, Technical Development, in respect of 
imports by Central Government departments and organisations for 
which the justification is beyond doubt. Since i t  is not unlikely 
that other Government departments and agencies might also be 
handicapped by delays in issue of clearances for imports, the Com- 
mittee reiterate their earlier recommendation in this regard and 
urge that the existing procedures should be reviewed without 
furthw loss of time. 

While the Committee note that the question of closing down the 
Neurovirulence Testing Unit set up at the National Institute of 
Communicable Diseases is also under consideration as a sequel to + w the decison to close down the Polio Vaccine Production Unit at  the 
Pasteur Institute, Coonoor, they find, however; that the Depart- 
ment's reply is silent in regard to the Committee's specific query 
about the basis on which the present capacity (160 lakh trivalent 
doses) of the testing division had been worked out. The position in 
this regard should be clarified forthwith. 

As regards the proposal to dose down the testing division, the 
Committee find from the reply furnished by the Department to their 
observations contained in paragraph 1.70 of the 179th Report, that 
the team of experts from the World Health Organisation, visiting 
India in October 1974, had recommended, inter alia, that the Neuro- 
virulence Testing Division a t  the National Institute of Cornmud- 
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cable Diseases should be extended to ujldortake other tests on 
poliomyelitis vaccines from Coonoor as well as those imported. It 
is n t ~ t  clear to the Committee where the vaccine produced by the 
Haffkine Bio-Pharmaceu~ical Corporation is proposed to be tested 
for neurovirulence with the closure of the testing division. They, 
therefore, fear that adequate thought has not been given to this 
question and would yrge Government to do some rethinking in this 
regard. T,he action taken or proposed to be taken on the WHO 
study team's recommendation shodd also be intimated to the 
Committee. 

9 I .23 Health & Family Planning 113 paragraph 1.81 of their 179th Report, the Committee had drawn 
(Department of Health) pointed attenti.~n to the delay in distribution and marketing of the 

xvaccine, as a result of whit11 0.60 lakh doses of the vaccine had to be 
reitrated and certified to be usable beyond their date of expiry and 
had desired that the adequacy of the existing marketing arrange- 
ment; should be reviewed and necessary remedial measures taken. 
The Department's reply is, however, unfortunately silent on the 
steps taken in this regard. That these batches of vaccine had to be 
reitrated once again in October 1974, leading to 8,300 doses being 
discarded on accwnt of having lost their potency, only serves to 
reinforce tile Committee's earlier impression that adequate attention 
has not been paid to the important aspect of timely marketing and 
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