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INTRODUCTION 

I, the. Chairmqn of the Public Accounts Committee, as authorised 
by the Committee, do present on their behalf this Thirty-fourth 
Report on the Action Taken by Government on the recommendations 
of the Public Accounts Committee contained in their Hundred and 
Twenty-fifth Report (Fourth Lok Sabha) on Appropriation Accounts 
(Civil), 1968-69 and Audit Report (Civil), 1970 m4ating to the Nlini- 
stry of Health, %ily Planning, Works, Housing and Urban Deve- 
lopment (Department of Health). 

2. On the 8th July 1971, an 'Action Taken' Subcommittee was 
appointed to scrutinise the replies received from Goveqnment in 
pursuance of the recommendations made by the Committee in their 
earlier Reports. The Sub-CommXtee was constituted with the fol- 
lowing Members: 

1. Shri B. S. Murthy-Convener. 
2. Shri Bhagwat Jha h a d  1 
3. Shri Ram Sahai Pandey 1 
4. Shn  C. C. Desai ) -Members. 
5. Shri Thillai Villalan 1 
6. Shri Shyam La1 Yadav. J 

3. The Action Taken Subcommittee of the Public Accounts Com- 
mittee (1971-72) considered and adopted this Report at their sitting 
held on the 24th January, 1972. The Report was finally adopted by 
the Public Accounts Committee on the 2 n d  February, 1972. 

4. For facility of reference the main conclusions~recomrnen~- 
tions of the Committee have been printed in thick type in the body 
of the Report. A statement showing the summary of the main re- 
commendations I observations of the Committee is appended to the 
Report (Appendix). 



5. The Committee place on record their appreciation of the assist- 
ance rendered to them % this matter by the Comptroller and Auditor 
General of India. 

ERA SEZHIYAN, 
Chairman, 

Public Accounts Committee. 
NEW DELHI; 

February 22, 1979. 
halguna 3, 1893 (S). 



CHAPTER I 
REPORT 

This Report deals with action taken by Govemmegt on the recom- 
mendations contained in the Hundred and Twenty-fifth Report of the 
Public Accounts Committee (Fourth Lok Sabha) on Appropriation 
Accounts (Civil), 1-69 and Audit Report (Civil), 1970, relating to 
the Ministry of Health, Family Planning. Works, Housing and Urban 
Development (Department of Health), which was presented to the 
House on the 18th December, 1970. 

1.2. Replies to all the 20 recommendations contained in the report 
have been received from Government. 

1.3. The Action Taken Notes/Statements on the recommenda- 
tions/observations of the Committee contained 9 the Report have 
been categorised under the followhg heads:- 

(i) Recommendationsl 'observations that have been accepted 
by Government. 
S. Nos. 1, 2, 4, 6, 7, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, and 

20. 
(ii) Recommendations~observations which the Committee do 

not desire to pursue in view of the replies of Government. 
5. No. 3 

(iii) Recommendutions!observations replies to which have not 
been accepted by the Cpmmittee and which require reite- 
ration. 

(iv) Recommendations~observations in respect of which Gw- 
ernment have furnished interim replies. 
S. Nos. 5 and 8 
Nil 

2.4. The Committee will now deal with action taken by Govern- 
ment on some of the. recommendations~observations. 

Over-indenting of Achromycin injections by Imin Hospi- 
tal-Paragraph 1.29 (S. No. 2). 

1.5. In paragraph 1.29 of their 125th Report (Fourth Lok Sabha), 
the Committee made the following comments about the over-indent- 
ing of Achromycin injections by Irwin Hospital: 



"The Committee deprecate the Irwin Hospital's gross over- 
indenting of A c h r o m ~ & ~ m s .  Against the past 
annual off-take of lb, e hospital ordered 25,006 
vials wh2e it could -*,only 20,710 vials during the 
period of one year and four months, between August, 1066 
and ?ec&n%&, fS7. Pgne Eh?quiry CBld&, ~@poipoii9ted 
&fter. the i d e  af Auqt  paragraph, 'has dtdd Ln hfs W t  
thk no 'baa'c wmliing ~~ ' w e  *dti&d 'I3j3l-k h o W  
ta!l h&odttes hs 'W hbw ilie ddmand for 25,000 vikls * 
actuaw frhrhed. 'It w$s deposed to him Chat the demmc% 
for the ' i t e ~  d r e  cornpilea by h e  &ore 'keeper 6h 'the 
baks of information he received from doctors incharge 
of the wards and the trend of expenditure. He has also 
pointed out that neither the officer-in-charge of stares nor 
the purchase section, which is upder the Director of Medi- 
cal Services, scrutinised the quantity which was ihdented 
for in relation to the average annual off take of the hospi* 
tal. The Committee find that the instructions about care- 
ful assessments of requirements of drugs by the hospitals 
issued in 1966 pursuant to their observations have also 
been ignored. The Committee would like to know the 
steps taken to remedy the situation and action taken 
against the persons responsible for the gross over-indent- 
ing with the attendant consequences 'in this case." 

1.6. The Department of Health in their reply dated 12-8-1971 have 
stated as follows:- 

"The records of utilisation of injections have been thoroughly 
scrutinised and it has been found that for the year 1965-66, 
18,750 vials and not 13,600 as intimated to the Enquiry 
Officer, were consumed. The demand for 1966-67 was 
formulated on the basis of above consumpt;on (viz. 18,750 
vials) plus the forecast requirements received from the 
Wards. Thus, there was no over-indenting of the item 
particularly when 25 per cent excess is purchased for a11 
the life-Saving drugs etc. Moreover, the indent for the 
period in question was checked by the Deputy Medical 
Superintendent, who is the Incharge of the Purchqe De- 
partment of the Hospital and by the Medical OPRcer In- 
charge Stores. 

"Working sheets, as pointed out by the PAC were not m a b  
tained properly. hstnu!tiona have been isewed to mecfs 
this defect!' 



l.Tr ~4iutJtLolliUh~.IwuJrutar8gecon- 
d E s i n  i.laYr IIC- *a t 4  iadotrmrtbpt 

g h r 3 n b t h a ~ W q @ . I k ? a s : m b ~ d 8 b , t h e a 4 ' W - - P t a o D  
d e  a@$ Inm u,1b0- d.c4 that .C 
against the quantity of 25,000 vidr of tilre inkctiaar indented for 
one year (1966.67) only 20,710 vials were consumed in 16th months 
betwasn August, 1966 and December, m7. *e Cbhlmittee w d , .  
therefore, like Government to examine whatber-the present system 
of provisioniag- of medicines on the basis of 25 per aent over the 
previous year's consumptbn needs re* in the light of this 
experience. 
Storage coditiam in Irwin Hospital and failure to detect visible 

deterioration of the drug- 
Paragraph 1.32 (S. No. 5). 

1.8. Dealing with the storage conditions in Irwin Hospital and 
failure to detect the visible deterioration of the drug (Achromycin 
injections), the Committee o,bserved as follows in paragraph 1.32 of' 
the Report: 

"The Committee find that the DGHS had in a communicat;on 
addressed to all the Medical Superintendents of major 
Hospitals in Delhi including the Irwin Hospital as far back 

$as in May, 1966 stated inter alia that the stores attached 
to the hoepitals must be placed under the charge of a com- 
petent pharmacist who should be respongble for the main- 
tenance of proper storage conditions. He added that the 
pharmacist-incharge of the stores should cany out fort- 
nightly inspections of the stocks and that in case he notic- 
ed visual signs of deterioration in any drugs, the stocks 
should be frozen, sending the samples for testing through 
the local Drugs Inspector. In view of what has happened 
in this case the Committee have to take the view that these 
instructions have not been fully followed by the Irwin 
Hc;pitz!. The Committee would like to know whether the 
responsibility of the person in charge of stores :n regard 
to impraper storage conditions and failure to detect the 
visible deterioration of the drug in this case was examin- 
ed." 

1.9. The Departmept of Health have furnished the following re- 
marks In their note dated 12-8-1971:- 



&ni&-most Pharmacist of the Institutions Group is- 1n- 
&brae of the I ~ i n  Bmpital Pharmacy. He is a quaMed 
Pharmae;st. Besides, the Senior Medical, OWoer b ln- 
charge bf the Medicine Stores and it Is his duty to see that 
the instructions are followed. 

'"At a meeting of State Drug Controllers held in February, 
1971, a specific recommendation was made that an adequ- 
ately qualified pharmacist, preferably a graduate in Phar- 
macy, should be appointed to supervise the working of the 
.Hosphl Store and Pharmacy in all hospitals with 200 or 
.more beds. Instructions have been issued to the State 
authorities to tighten the quality control measures over 
the activities of the Hospital Stores and Hospital Pharrna- 
cies." 

+ 
-''These instructions, among other things, call for proper s u ~ -  

ervision and inspection by a qualified and competent per- 
son (Page 46) ." 

."The question of fixing respolfsibility for unsatisfactory stor- 
age does not arise in view of the satisfactory reports both 
the Drug Controller of hd ia  and the Drug Inspector, Delhi 
Administration." 

1.10. The Committee desired to know whether the responsibility 
mf the person in charge of stores in regard to improper storage con- 
ditions and failure to detect the visible deterioration of the drug in 
this case was examined. The Ministry in their reply have merely 
stated that the question of fixing responsibility for unsatisfactory 
storage does not arise in view of the satisfactory reports of both 
the Drug Controller of India and the Drug Inspector, Delhi Admi- 
nistration. As some vials of Aciromycin injections were stated to 
have become discoloured and turned dark brown, by the Drug 
Inspector who examined the stock and submitted a report on the 
19th December, 1887, the Comm3ttee fail to understand how the 
person i ncharge of the stores did not notice the discolouration earlier 
if he had carried out the fortnightly inspections of stocks regularly 
as required. The Committee would, therefore,, like to reiterate that' 
the failure in this regard should be investigated and responsibility 
%xed: 
Jurisdiction of Delhi Administration for launching prosecutions 

against drugs manufactures for supply of defective medicines- 
Paragraph 1.35 (S. No. 8). 

1.11. On the question of jnr;sdiction of Delhi Administration for 
'launching prosecutions against drugs manufacturers for supply of 



5 

defective medicines to hospitals in Delhi through the. Me* Store# 
Depots outside Delhi, the Committee made the following recommen- 
a t i o n  in paragraph 1.35 of the Report: 
, "The Comm';ttee note that the Delhi Administration had 'at 

one stage seriously cohsidered the question of prosecut- 
ing the Arm but they were advised by the Judicial Depart- 
ment of the Delhi Administration against it on the ground 
that the Drug Controller, Delhi could not prosecute the 
firm for want of jurisdiction as the drug in question was 
suppried by the firm to the Medical Stores Depot, Karnal. 
The Committee would suggest that the Delhi Administra- 
tion might take the opinion of the Ministry of Law in the 
matter for future guidance. They, however, feel that the 
Central Government could have prosecuted the firm if 
there was a prima facie case." 

1.12. In a reply dated 12th August, 1971, the Department of Health 
have stated as below: 

"There was no prima facis case to show that the manufactur- 
ing firrn was responsible for the defect in Achromycin in- 
jection. The fact that supplies from the same batches used 
by other hospitals and institutions did not produce any 
adverse reaction or had not been re.ported to have changed 
colour and the fact that the investigations carried out 
by the Director, Drug Control Administration, Gujarat on 
the record samples .from the same batch maintained by 
the manufacturhg firm did not reveal any deficiencies, 
gave ' sufficient indication that the cause for the defects 
noticed by the Irwin Hospital authorities had to be estab- 
lished by checking on the conditions of storage of the drl;,~ 
from the point it l d t  the manufacturer's premises." 

1.13. The Committee suggest that the question of jurisdiction of 
Delhi Administration for launching prosecution against manufacturers 
of drugs for supply of defective medicines through Medical Stores 
Depots located outside Delhi should be examined in consultation 
with the Ministry of Law for fyture guidance. The Committee wish 
that this had been done earlier as they had specifically raised this 
point in their 125th Report (Fourth Lok Sabha). 

Continued use of 'spotted' tablets ajter noticing the hfect- 
~aragtapha 1.59, 1.60 and 1.61 (S. Nos. 12, 13 and 14). 

1.14. In paragraphs 1.59, 1.60 and 1.61 of the Report, the Commit- 
tee made the following observations regarding the conhued use of 



'spotted' Ferrous Sulphate Sugar-coated tablets wen after noticing 
the def-. 

"1.59. The Committee regre4 to note that the ibUW 
H m p b l  compli- that the tablets in a -0% of tho 
tins were 'spottd' and the Drug Inspector also found 
spotted tablets in all the tins opened by him (pertaining 
to seven manufactwrhg batches) a sample from only one 
batch was sent for analysis with the result, further use 
of the tablets pertaining to that one batch alone was 
stopped!' 

"1.60. I t  is regrettable that some quantities of tablets (0.51 
lakh) were issued by the Irwin Hospital even after the 
defect in them had been repohed to the Controller of 
Drugs by them." 

"1.61. The Committee would like Government to Ax responsi- 
bility as to why samples were not sent to Central Govern- 
ment testing laboratory from gll the manufacturhg batches 
which appeared to be defective and why effective action 
was not taken by the Hospital forthwith to suspend issue 
of the medicine to the patients!' 

1.15. In their note dated 12th August, 1971, the Department of 
Health have stated that on scrutiny by the Medical Superintendent, 
1- Hospital, it was found that on 20th November, 1967 the Bin 
Cards showed a balance of 3.23 lacs tablets of Ferrous Sulphate. The 
Drugs Inspector had, however, found only 2.72 lacs tablets on that 
date. According to the Department of Health, it is therefore reason- 
able to surmise that the so called subsequent issues of 0.51 lacs tab- 
lets were made on a date prior to 20th November, 1967 but the en- 
tries on sub-store bin cards were irregularly made on subsequ~ut 
dates. Instructions have been issued to ensure that Bin Cards and 
other relevant records are maintained upto-date. Necessary instruc- 
tions have also been issued by the Delhi Administration to the Drugs 
Inspector that in case of suspicion, sample should be taken of all 
the suspected batches for test, (vide their ocder No. 1(23)/71-DHS 
dated the 9th March, 1971-Pages 6041). 

The Department of ~ ; a l t h  have further stated that although the 
Drugs 12mspector had drawn samples only from one batch and sent 
for test to the Centra1 D w  Laboratory, C;'sllcutta, further h w  ol 
this h . g  was suspended fmm the Central &.ores of the hospital. 



P d b i U t y  of life-expirud tablets being aiminidteed due to no& 
indicatbn of the date of expiy of 'lift+ 

Parugraph 1.63 (S. No. 16). 

1.17. Observing that the date of expiry of life of the tablets was 
not indicated on the batches, the. Committee made the followitig 
observation: . 

"The Committee have also noticed that though the batches 
ahowed the date of manufacture of the tablets they did 
not indicate the date of eqpiry of their life. In the absence 
of such a vital fact the paosibility of the medicine being 
administered beyond its useful life cannot be ruled out. 
The Committee would like to know what action Govern- 
ment propose to take to guard againat such a contingency." 

1.18. In their reply dated 12th August, 1971, the Department of 
Health have stated: 

"It may be mentioned that only drugs such as Sera, vaccines, 
anti-biotgcs, hormone8 and obher tbermolabile dwp, which 
deteriorate ar are Udy to acquire undue toxicity on 
$torage, are requiied to ,beer on tbeir label the date of 
eacpiry. The D ~ ~ ( c I I  Technical Ard;virory Bossd w4ich is a 
stututmy body to advise the CcmW and State Govern* 
mcnb dn technieal mgttefw d i n g  sut of the adrninjstra- 
tisa of tdR Dr\lgs and Cosme.tias Act, bAd COEIOidered the 
tjueetion of lay* down tke date of expiry of dmga A 
list of all drugs which require the display of a d+&e of 
expiry and the maximum period upto which the date of 
expiry b u l d  be calculated for eaah ermry of drugs, 
was drawn up by the Drugs Technical Advisory Board 
(on the basis of the recommendation made by a Sub- 
Committee of the Board which went fnta the q n d o n  fn 
all its arpects). The board did not include Ferrow Sul- 
phds Tahlets in the new Sched-P. do the I)n?gs and 
Cosmetics Rules which gives such date of expiry. None 



of the Pharmacopoeias i u g p t  a daW of expiry for tbis 
"dm%. . 

'SFeaous Sulphate Tablets are made d t h  'Ferrous Sulphtte' 
which is likely to be oxidised if the active substance in 
the tablet comes in contact with air. Ferrous Sulphate 
Tablet is, therefore, required to be sugar coated. In a tro- 
pical country like India, the sugar-coating may peel off On 
keeping and result in the development of the dark 

- 'patches' or 'spots'. Recently the Drugs Consultative Comb 
mittee, which consists of the Central and State Drugs Con- 
trol authorities, had recommended that Ferrous Sulphate 
Tablets could be prepared by shellac coating. If this 
method of coating is adopted by manufacturers, the scope 
for the peeling of the coating, as it often happens with 
sugar coated tablets, will be reduced considerably. In 
view of tKs, it may not be necessary to lay'dow~ the date 
of expiry for Ferrous Sulphate Tablets in the Drugs and 
Cosmetics Rules. It may be added that therapeutic agents 
which are made from stable chemicals generally do not 
bear a date of expiry of potency. 

"However, manufacturers of Ferrous Sulphate tahlcts have 
been advised to adopt film or shellac coating fcr the tab- 
lets instead of sugar coating qnd that in the event of the 
tablets being sugar-coated show a cautionary note that the 
tablets should not be used if they are discoloured o r  
spotted." 

1.19. The Committee note that manufacturers of Ferrous Sulphate 
Tablets have been advised to adopt film or shellac coating for the 
tablets instead of sugar-coating; or, in the event of the tablets being 
sugar-coated, show a cautionary note that the tablets shodd not be 
used if they are discoloured or spotted. The Committee would, 
however, suggest that i t  should be examined whether instead of 
sugar-coating, film or shellac coating of the tablets should not be 
made obligatory to avoid health hazards due to peeling off of sugar- 
coating. 

Lapse in the implementation of Planning Commission's decision re- 
garding Central ~ssistance for training nurses- 

Paragraph 1.76 (S .  No. 1 8 ) .  

1.20. Dealing with a lapse in the implementation of the dedsion 
of the Planning Commission regarding Central assistance admissible 



to batitutio~/)~orpitals for train;ng nurses, under the scheme af 
integration of public health with basic course in nursing, the Com- 
mittee, in. paragraph 1.78 of the Report, made the following corn-. 
ments : 

I 

"The Comznittee regret to observe that there was a serious 
lapse ';n implementing the decision of the Planning Com- 
mission regarding central assistance admissible t3 the vari- 
ous institutions/hospitaIs for training nurses under the 
scheme of integration of public health with bask course. 
in nursing. Although the assistance approved for the 
Second Plan period was substantially curtailed by the 
Planning Cornmission for the Third Plan period, the Min-. 
istry of Health continued to give assistance as per the 
formula approved for the Secqnd Plan period tiil the over- 
payment was brought to notice by the Finance Secretary 
in October, 1967. According to the Ministry of Health the 
instructions of the Planning Commission reducing the 
scales of assistance for the Third Plan period were not 
received by them. An enquiry held into the matter re- 
vealed that the Planning Commission's orders could not 
be proved to have reached the concerned section in the 
Ministry of Health. Although at the time of making the 
budget provision the files were referred to tbe Ministry 
of Finance they failed to detect that the Ministry of Health 
had not made the provision in accordance with the revis- 
ed formula approved by the Planning Co~nmission as ac- 
cording to the representative of Finance ilt that stage no. 
detailed check of individual proposals was contemplated. 
The Committee would like to know what checks are ava.1- 
able now to prevent a mistake of the kind that occurre-l 
in this case, either on account of non-receipt of the com- 
munication from the Planning Commission or through an 
oversight. The Committee desire that there should be a 
second look at the pattern adopted by the various Minis- 
tries for the Plan assistance by the Ministry of Finance." 

In their reply dated 29th July, 1971, the Department of Health 
have stated as follows: 

1.21 "There are two type# of schemes included in the Fourth Plan 
namely Purely Central Schemes and Centrally Sponsored 
Schemes. Purely Central Schemes are those for which 
budget provision is normally made in the grants controlled 
by the ministries administering the schemes. For Central- 



With refereme to the Corndttec's quev as to what checka 
are now available to prewnt a mistake of the kind that 
ocelmd h this case e i h  f y  a c c m t  of ndn-receipt of 
cainmunication from the Planning Commfsafon or through 
an oversight Sn may be mentioned that the following checka 
a h  available-- 

I., %wing the F w t h  Plan period all Centrally Sponsored 
Schemes am financed by I00 pet dept Central grantlloans 
and as such %here ';s no scope for making overpayments. 

2. While fomulatiog budget propowls for the B ' n  Schemes, 
4 e  aaminintrati$e WdstSy invariably iPdioetes the al- 
location agreed to by the Planning ComisJion for the 
particular sobeme. 

3. All sanction letters hying down the pattern invariably 
PnWate that it 'hag the concurtace of t?~e Ministry of 
Finance. 

4. Where, in exceptional cases, provisions are made in the 
budget pending analisation of the pattear, the adrninis- 
h t i v e  Ministry ensures that no expenditure is incurred 
until the pattern has been laid down in ccmbultation with 
the Planning Conmission/Ministry of Finance. 

5. At the time of issue of h a 1  sanction releasing the Central 
assistance in respect of Centrally sponsored schemes, the 
Ministry ensures that the quantum of grants released is 
based on the approved pattern and the amounts agreed 
to by tbe Finance Ministry. 

6. According to the procedure laid down for the release of 
C a r a l  qiotp9ae for Cwtrally Spamace$ Schemes 
copies of the saaction letters and tlq erFghsatarS notes 
if any, are invariably aant to Plan Finawe Division" 

As regard. the rmnd point made out the Cop i t t ee  that 
there should be a second look at the pattern adopted by 



the various Ministries of the plan assistance by the Min- 
istry of Finance this is primarily for the Ministry of Fin- 
anceto look into. It may however be mentioned that this 
W e k y  in the Department of Health has already made a 
detailed scrutiny of the various tachemes in operation dur- 
ing the 4th Plap and it has been f~und that assistance has 
invariably been released after the patternlproposal has 
been accepted by the Planning Commiss.on/Ministry of 
'Finance. There are however a few schemes where the 
pattern of assistance has yet to be laid down. The Plan- 
ping Commission/Ministry of Finance will as usual be 
consulted before final decision on these matters are taken 
by this Ministry!' 

1.22. The Committee d l  to reiterate that their earlier ~recemmend- 
ation that there should be a second look by the IHidstry of Flamree 
a t  the pattern adopted by the various'IHhisMea far Pian assiietrnce 
should be examined by the Minis* of Fhma. 



RECOMXIENDATIONS/OBSEROATI~NS THAT HA;VE 3 t BEEN 
l d t c m ~ ~  ~ f t  ~;C~VERNMENT . 

' &commendation 
' ~Iie"$omihittee take serious note of the series of lapses in this 

case id kega5d tb  indenthg, in~$ction, storage and issue of the life 
.-sk&g. drug Achromljwin in the Irwin Hospital, New Delhi. These 
la$& r e d t e d  in not only deterioration of the drug but also pro- 
duced adverse reactions of the gatients. There was also inordinate 
~ ~ ~ ~ ~ , b $ y i ? q g , ~ ~ n ~ a x n i q g  about the de$qtmay,.md adverstl reffects of 

t W ~ . i ~ e ~ o n k t a  fhe ,6u@ying wnely and tb hospitals and others 
:b,,w&wq tFese,bad. heea impplied out of the affebted batches. 
[S. No. 1 of Appendix I1 (Para 1!28) of 128th Report' '(4th Lok 

Sabha) 1. 
5- 

Action taken 
The indenting system followed in the Irwin Hospital is based on 

the previous years consumption and subsequent demand from the 
user ward. Usually 25 p3r cent excess demand is made in the sub- 
sequent year. This procedure has been advantageous in the past and 
has proved the test of time an&no accumulation has taken place in 
past years. 

The senior-most pharmacist is incharge of the drug store and 
he-'is constantly available in the store.. He inspects every drug that 
is issued to the wards. The storage facility available has been 
inspected by both the Drug Controller of Delhi and Drug Con- 
troller, Government of India and the arrangement has been found 
adequate. The adverse effect of the injection was reported to the 
Drugs Controller, Delhi after a week. This delay was due to the 
time taken to check whether the defect was inhe.rent in the drug 
or there were deficiencies in the method of administration of the 
drug to the patients. 
[Ministry of Health & Family Planning (Department of Health) 

letter No. F. 12-39/70-H (Pt. 11), dated 12-8-1971]. 

Recommendation 
The Committee deprecate the Irwin Hospital's gross over-indent- 

fng of Achromycin injections. Against the past annual off take of 



13,600 vials, the hospital ordered 25,000 vials while it could consume 
only 20,710 vials during the period of one year and four mcpths, 
between August, 1966 and December, 1!?67. The Enquiry OfBcer, 
appointed after the issue of Audit paragraph, has stated in his report 
that no. bwic working sheets were produced, by the hospital autbo- 

' rities as to how the demand for 25,660 vids'was actually framed. 
I t  was deposed to him that#kkUMands for the item were cbmailed 
by the Store Keeper on the basis of information he received from 
doctors incharge of the wards and the trend ~f expenditure. He 
has also pointed out that neither the officer-in-charge ofs stores lior 
the purchase section, which is under the Director of Medical Services, 
scrutinised the quantity which was ipdented for in relation to the 
average annual offtake of the hospital. The Committee find that the 
instructions about careful assessments of requirements of drugs by 
the hospitals issued in 1966 pursuant to their observations have also 
been ignored. The Committee would like to know the steps taken 
to remedy the situation and action taken against the persons res- 
ponsible for the gross over indenting with the attendant consequences 
in this case. 

[S. No. 2 of Appendix I1 (Para 1.29) of 125th Report (4th Lak 
Sabha) 1. 

Action taken 

The records of utilisation of injections have been thoroughly 
scrutinised and it has been found that for the year 196566, 18,750 
vials and not 13,600 as intimated to the Enquiry Officer, were cun- 
sumed. The demand for 1966-67 was formulated on the basis of 
above consumption (uiz, 18,750 vials) plus the forecast requirements 
received from the Wards. Thus, there was no over-indenting of the 
item, ptrticularly when 25 per cent excess is purchased for all the 
life-saving drugs etc. Moreover, the indent for the period in ques- 
tion was checked by the Deputy Medical Superintendent, who is 
the Incharge of the Purchase Department of the hospital and by the 
Medical Ofilcer Incharge Stores. 

Working sheets, as pointed out by the PAC were not maintained 
properly. Instructions have been itafred to remedy this defect. 

[Ministry of Health & Family Planning (Department of Heslq) 
letter No. 12-39170-H, (Pt. II) dated 12th August, 19711 



The Committee feel that this controversy could hawe been avoid- 
ed had a representative of the Delhi A b i d s t r a t i m  been associated 
with the enquiry from the beginning. 
IS. No. 4 of Appendix 11 [Para. 1.31) of 125th Report (4th Lok sabhb]  

The Delhi Administration were consuZted regarding the compasi- 
tion of the Enquiry Committee and they had intimated that they 
had no objection to an oflicer of the Directorate General of Health 
Services looking into the conditions of storage and supply of the 
medicines in Irwin Hospital. The Delhi Administration at that time 
did not suggest the Association of their rqresentative with the 
Enquiry Committee. 
j?dinistry of Health & Family Planning (Department of Health) 

letter No. F. 1239/70-H (Pt. 11) dated 12th August, 19711 

According to the Ministry the doctors/nurses in the ward admi- 
nistering the achromycin injections could have noticed the discolour- 
ation depending on the degree of deterioration. The Committee are 
at a loss to know how the deterioration escaped notice although 
according to the drug inspector the contents of some vials stored in 
the hospital had become discoloured and turned dark brown when 
he examined them on the 16th December, 1967. I t  is unfortunate 
:'.at enquiry was instituted after a lapse of 2-112 years from this 
date by which time all the House physicians who were working in 
the wards were stated to have left the institution. The Committee, 
however, find from the statement given before the Enquiry Ofilcer 
by a Sister that she continued to observe the adverse effects of the 
injections for a week whereafter the matter was reported by her 
to the medical ofl8cer and the store keeper. But no written com- 
plaint was made to the Registrar and the Medical Superintendent. 
The Committee feel unhappy over the continued use of the drug 
for a week even after noticing the, adverse effects. The Committee 
cannot too strongly stress that written record duly verified by 
doctors on duty should have been maintained so that it could be 
used to bring home to the supplier the defective nature of supplies. 
[S. No. 6 of Appendix I1 (PaTa 1.33) of 125th Report (4th Lok Sabha)] 

Although it is a fact that some of the drug samples taken by 
the Drug Inspector were found to be discaloured, the discolouration 



[ 
of the contents of the Vials actually used in the Hospital was not 
noticed by the Doctor or the Nurses. The first thing noted by the 
House ~&geons  and Nurses in the ward was that abscess formation 
took glace after injections or  achromycin and the fault could have 
been either with the drug or  with impoper sterilisation of : the 
syringes and needless. The weeks delay in reporting to the Drug 
Inspector was because of the investigations that were made t o  
exclude possibility of contamination by use of unsterile syringes. 

The absence of a written complaiJnt was an omission. These was 
no doubt, delay in instituting an enquiry. 

\ [Ministry of Health & Family Planning (Department of Health) 
letter No. F. 12-39170-H (Pt. 11) dated 12th August, 19711. 

The Committee find that in the case there was a delay of one 
month in reporting the deterioration of the drug to the Drug Control 
Administration, Gujarat and of three months in  porting to the 
YedicaZ Stores Depot, Karnal. The testing of the sample by the 
Government Analyst, Calcutta, took more than three months. The 
Committee deprecate such delays. They in particular would like 
to cmphasise that with a view to immediately preventing further 
use of any sub-standard drug by all the institutions in the country 
:,r,\. deterioration noticed in drugs should be promptly reported on 
telephone or telegraphically to the  supplying medical stores depots 
who should in turn advise suitably without delay all the depots and 
indent holders concerned to suspend immediately administration of 
such a drug pending detailed analysk so as to obviate any risk to 
the lives of patients by the continued use of the sub-standard drug. 
[S. No. 7 of Appendix I1 (Para 1.34) of 125th Report (4th Lok Sabha)] 

Action taken 

The delay pointed out by the Public Accounts Committee did 
take place but instructions are being issued to  obviate this in future. 

Comprehensive instructions have been issued to all the depots 
vide para 15 and 16 of Instructions issued with the Directorate 
Genera! of Health Services Memorandum No. 17-52170-S.11, dated 
the 8th September, 1970 and No. 17-52/70-S.11, dated the 23rd April, 
1971 (Annexure I and 11, pages 29-45). 

In regard to the time taken for testing by the Government 
Analyst, Calcutta i t  may be stated that the Central Drugs Labora- 
tory, Calcutta is engaged in the testing of samples sent to it by (a) 



the Port Ofiicers from imported consig~ll~lents, (b) disputed samples 
sent by cuurts, and (c) samples sent by the State Drugs Inspectors. 
The Central Drugs Laboratory is at present acting as & Govern- 
ment @# for 16 States and Union Territories. The work-load 
on the Central Drugs Laboratory is much more than it can shoulder. 
This is the main reason for the time taken in the issue of the test 
reports. In  order to ensure speedy issue of test reports, it is neces- 
sary that the testing facilities of the Central Drugs Laboratory a t  
Calcutta are augmented. Under the Fourth Five Year Plan, it is 
prcposed to e q a n d  the Central Drugs Laboratory so that its testing 
capacity is increased three-fold which inter alia will also ensure 
that such delays in issuing test reports do not occur. 

The need for expediting reports on certain urgent samples was 
considem3 by the Drugs Consultative Committee, which is a 
Statutory body, constituted under the Drugs and Cosmetics Act and 
which co~sists of the Central and State Drugs Control Authorities. 
I t  was agreed that whenever samples of drugs are required to be 
tested on a priority basis the State Drug Control Authorities should 
write to the Director, Central Drugs Laboratory, Calcutta demi- 
officially indicating the background of the case against which the 
sample has been sent so that priority could be accorded, for testing. 
The Director, Central Drugs Laboratory, will, @I such cases, ensure 
that the test re?ort is issued expeditiously. This will minimise the 
chances of delay in issuing reports on urgent samples. 

As regards the question of speedily communicating the contents 
of the test reports to the Medical Store Depots, in case the supply 
has been made from a Depot, necessary instructions in this con- 
nection have been issued to the State Drugs Control authorities. A 
copy of the letter is attached (Annexure 111, page 35-37). 
[hlinistry of Health & Family Planning (Department of Health) 

letter No. F. 12-39170-H (Pt. 11) dated 12th August, 19711. 

Recommendatioli 

Another disquieting feature that has come to light is that though 
the Medical Store Depot, Karnal, has two cold storage rooms, these 
get completely filled at times and the medicines required to be 
stored at a particular temperature are not kept there. According 
to the Enquiry Officer, this was one such occasion and the storage 
instructions for this drug were not complied with by the Medical 
Store Depot. 

[S. No. 9 of Appendix I1 (Para 1.36) of 125th Report (4th Lok 
Sabha) ] 



- Action taken 
Detailed instructions have been issued to the Depots from time 

to time vide the Directarate General of W t h  Garvices b b w  No. 
17-52170-11, dated the 8th September, 1970 (Annexure I, p a g ~  29- 
33), 14th May, 1970 (&mexure IV, pages 3 7 3 9 )  and No. 17-27170- 
S. II, dated the 31st October, 1970 (Ammaare V, pages 39-40]. 
IMinistry of Health & Family Planning (Department of Health) 

letter No. F. 12-39170-H (Pt. 11) dated 12th August, 19711. 

The Committee hope that leansing from this cam the Govern- 
ment would institute necessary remedial action to remove all the 
defects and deficiencies in the system. The Committee would in 
particular like the following to be attended to:- 

(i) The indenting procedure followed in the Irwin Hospital 
and other hospitals should be rationalised to avoid over- 
provisioning of medicines. The supplies of medicines , 
should be properly phased during the year according to 
r e q u i r e m ~ t s  so that due to lack of proper storage accom- 
modation these are not kept under adverse storage con- 
ditions. 

(ii) There should be periodical and thorough inspection of 
medicines in the stores by competent and fully qualified 
persoris. 

(iii) It should be ensured that analytical facilities provided in 
the Central laboratories are adequate so that the sam~les  
sent to these laboratories are tested immediately and the 
results are made available within a short time. 

(iv) Cold storage facilities in various hospitals/stores should 
be reviewed and where these facilities are lacking or are 
inadequate, special steps may be taken to provide them 
on a top priority basis so that in all the hospitals/stores 
there is adequate tapacity to keep injections and other 
medicines which are liable to deterioration. 

(v) Remedial measures suggested by the Hospital Review 
Committee which carried out a detailed examination of 
the hospitals in Delhi as also those suggested by the 
Inquiry Officer for adoption by the hospitals and Me.dical 
Stores Depots should be speedily implemented. 

1s. No. 10 of Appendix I1 (Para 1.37) of 125th Report (4th Lok 
Sabha)] 



A c t b  taken 

The DeM AWnistr&ion have taken steps to comljly with all  
the suggestions made by the Committee. 

Purchase Committee h s  been constituted in Irwin Hospital to 
scrutinise the demand of all items. This Committee ensures that 
exceM2re demand is checked and phasing of supply is ensured. The 
Central Drugs Tnspectors are visiting the stores of the hospitals in 
Delhi frequently and any defects noticed are being pointed out to 
the authorities. 

The storage facility a t  Irwin Hospital as ,already stated above 
was considered adequate by the Drug Control Authority. An addi- 
tional room, however, has been added whem items requiring Storage 
at lower temperature are kept. 

Stores are being inspected and checked more' frequently by the 
Drug Contrdl Authority besides the check exercised by Medical 
Officer Incharge of Stores. 

Remedid measures as suggested by both the Hospital Review 
Committee as also by the Enquiry Officer have already been taken 
as per instructions attached to the Directorate General of Health 
Services Memo. No. $7-52170-S.11, dated the 8th September, 1970 
(Annexure I? page 29).  Periodical checks of stores held in stock 

.are also carried regularly. 

In regard to the timp taken for testing by the Government 
Analyst, Calcutta, i t  may b;! stated that the Central Drugs Labora- 
tory. Calcutta is engaged in the testing of samples sent to it by 
(a) Port Officers from imported consignments, (b) disputed samples 
sent by courts, and (c) samples sent by the  States Drugs Inspectors. 
The Central Drugs Laboratorv is at presrnt acting ns the "Govern- 
ment Analyst" for 16 States and Union Territories. The work load 
on the Central Drug Laboratory is much in excess nf what it can 
shoulder. This is the main reason for the delay in the issue of 
test reports. In order to ensure that samples sent to the Central 
Drugs Laboratory are speedily reported on, it is necessary that the 
testing facilities of the Central Drugs Laboratory in Calcutta are 
augmented. Under the Fourth Five Year Plan, it is proposed to 
expand the Central Drugs Laboratory so that its testing capacity 
is increased three-fold which, inter-alia, will also ensure that such 
delays in test report do not occur. 
Winistry of Health & Family PAanning (Department of Health) 

letter No. 12-39170-H (Pt. 11) dated 12-8-1971)]. 



The Committee note that the Government Analyst who tested 
the sample observed that the medicine was not of acceptable 
quality. The firm was granted permission to manufacture ferrous 
sulphete tablets in 1 6 s  and in view of the inclbility of the firm to 
manufacture the product of acceptable quality, due to improper 
techpiques adopted, as revealed in this case, the permision w& 
withdrawn and the firm was asked on 18th January, 1969 to stop 
mmufactute of these tablets. The Committee are shocked to note 
that a firm without employing proper manufacturing techniques 
continued to manudacture a medicine for 10 years without being 
detected. The Committee desire that there should be periodical 
follow-up action after the grant of licences to check up whether the 
firms in fact possessed the capacity including necessary techni- 
ques to manufacture drugs of the expected quality and whether they 
were employing the same for manufacturing their products. 

S. NO. 11 of Appendix I1 (Para 1.58) of 125th Report (4th Lok 
Sabha) ] 

Action taken 

The firm MIS.. . .who are the manufacturers of Ferrous Sulphate 
Tablets, were granted licence for manufacture of drugs in the year 
1951 but at  that time they were not pcrmittcd to manufacture tablets. 
Permission to manufacture tablets was given to the firm on the 24th 
Dec~mbcr. 1958. Pcrrnission for manufacture of sugar coated 
tqblets, like Ferrous Sulphate tablets was given for the first time on 
the 4th March, 1964. The firm possessed adequate premises, 
necessary machinery and equipment as required under the provi- 
sion of Drugs and Cosmetic Act and Rules for manufacture of drugs, 
including sum--coated tablets. The prcmiscs of the firm have been 
rcqularly in~prcted D u r i n ~  the last five pears. 13 such inspections 
were carried out. The samplc of Ferrous Sulph~te  Tablets under 
reference was decl3red not of acceptable quality by the Government 
Analy~t  for the sole reason that there were dark patches on tablets. 
According to the Gowrnmcnt Analyst's report. the sample had pass- 
ed the tests for:- 

(i) identification of ingradient: 

(ii) disintegration of tablets: 

(iii) uniformity of weight of tablets: and 
(iv) Assay viz. percentage of main active therapeutic ingredient 

i.e. Ferrous Sulphate. 



It may, however, be stated that the defect in the Ferrous Sul- 
phate Tablets under reference was such that even V a manufacturer 
possessed adequate premises, necessary machinery and 'equipment 
and the technical competence to produce the drug, the sugar coat- 
ing on the tablets may peel off because of the extremely hot and 
humid climate prevailing in many parts of the country. One of 
the ways to avoid such deficiency would be to provide an alternative ' 
.coating for Ferrous Sulphate Tablets. This aspect was examined 
by the Drugs Consultative Committee which has recommended that 
Ferrous Sulphate Tablets may be permitted to be manufactured 
by W a c  coating. If this method of coating is adopted by manu- 
facturers the scope for peelingsff of the coating as it often happens 
with sugar-coated tablets, will be reduced, considerably. 

It is, however, being ensured that after permission to manufac- 
ture a preparation is granted, sam2les are drawn from the first few 
batches, manufactured by the firm in order to ascertain that the 
firm is in a position to manufacture the product of proper quality. 
A running chbck is also proposed to be kept on the quality of the 
product, if necessary by drawing samples till the licensing authority 
is satisfied that the firm has the necessary competence to manufac- 
ture quality product. The State Drugs Control Authorities are 

being requested to take similar action keeping in mind the observa- 
tions of the Public Accounts Committee. 
,[Ministry of Health & Family Planning (Department of Health) 

letter No. F. 12-39170-H (Pt. 11) dated 12th August, 19711 

Recommendation 

The Committee regret to note that although the Irwin Hospital 
complained that the tablets in a majority of the tins were 'Spotted' 
and the Drug Inspector also found spotted tablets in all the tins 
opened by him (pertaining to seven manufacturing batches) a sam- 
ple from only one batch was sent for analysis with the result, fur- 
ther use of the tablets pertaining to that one batch alone was 
stosped. 
[S. No. 12 of Appendix I1 (Para 1.59) of 125 in Report (4th Lok 

Sabha) 1. 
A d i ~ n  taken 

Further enquiries and verifications were made by the Medical 
Superintendent, Irwin Hospital. It appears that on 20th November, 
1967 the Bin Cards show a balance of 3.23 lakh tablets of Ferrous 
Sulphate. The Drugs Inspector, however, found only 2.72 lacs tab- 
lets, on that date. I t  is therefore, reasonable to. surmise that the 
60 called subsequent issues of 0.51 lakh tablets were in actuality 



issued on a date prior to 20th November, 1967 but the entries @I 
aub-store bin oar& were made on subsequent dates. 

Steps are being taken to avoid such mistakes in the maintenance 
of bin cards. 

I, - 
EMinistry of Health & Family Planning (Department of Health) 

letter No. F. 12-39170-H (Pt. 11) dated 12th August, 19711. 

Recommendation 
It is regrettable that some quantities of tablets (0.51 lakh) were 

issued by the Irwin Hospital even after the defect in them had been 
reported to the Controller of Drugs by them. 
XS. No. 13 of Appendix II(Para 1.60) of 125th Report (4th Lok Sabha)]. 

Action taken 
On scrutiny by the Medical Superintendent, Irwin Hospital, it 

has been found that on 20th November, 1967 the Bin Cards show a 
balance of 3.23 lacs tablets of Ferrous Sulphate. The Drugs Inspc- 
tor, however found only 2.72 lacs tablets on that date. I t  is there- 
fore, reasonable to surmise that the so called subsequent issues of 
.0.51 lacs tablets were made on a date prior to 20th November, 1967 
but the entries on sub-store bin cards were irregularly made on 
subsequent dates. Instructions have been issued to ensure that Bin 
Cards and other relevant records are maintained upto date. 
IMinistxy of Health & Family Planning (Department of Health) 

letter No. 12-39/70-H (Pt.-11) dated 12-8-1971)] 

Recommendation 
The Committee would like Government to fix responsibility as 

to why samples were not sent to Central Government testing labo- 
ratory from all the manufacturing batches which appeared to be 
defective and why effective action .was not taken by the Hospital 
forthwith to suspend issue of the medicine to the patients. 
[S. NO. 14 of A3pendix II(Para 1.61) of 125th Report (4th h k  

Sabha) 1. 
Action taken 

Necessary instructions have bezn issued by the Delhi Adminis- 
tration to the Drugs Inspector vide their order No. F. I ( f3 )  171- 
DHS dated the 9th .March, 1971 (Annexure VI, Pages 40-41). 

Although the Drugs Inspector had drawn the samples only from 
one batch and sent for test to the Central Drugs Laboratory, Cal- 



cutta, further issue of this drug was suspended from the b n t r a l  
Stores of the hospital. 

Further enquiries and verifications were made by the Medical 
Superintendeht, Irwin Hospital. I t  appears that on 20th Novem- 
ber, 1967 the Bin Cards show a balance of 3.23 lakh tablets of Fer- 
rous SUlphtute but the Drugs Inspector, however, found only 2.72 
lacs tablets, on that date. I t  is therefore, reasonable to surmise 
that the so called subsequent issue of 0.51 lakh tablets was in actua- 
l i q  issued on a date prior to 20th November, 1967 but the entries in 
sbb-store bin cards were made on subsequent dates. 

[Mjnistry of Health & Family Planning (Department of Health) 
letter No. 12L39170-H (Pt. 11) dated 12-8-1971]. 

Recommendation 

The Committee are distressed to learn that the defect noticed 
in the tablets in November, 1968 was not intimated to the Medical 
Stores Depot, Karnal by the Irwin Hospital/Drug Controller, Delhi 
until Novem.ber, 1969 although the Government 4nalyst's report 
had been received in April, 1969. Strangely enough it was the firm 
which first reported the matter to the Depot to in August, 1969 and 
it took 2 months for the Depot to instruct all the institutions to 
whom they had distributed the tablets to discont~nue their further 
use. The Committee strongly deprecate the gross delay of about a 
year In ~ssuing instructioris to indenlor hospitals regarding the 
defective nsture of supplies. As suggested earlier in the report 
nnv defects noticed in the drugs should be immediately reported to 
the cupplying medical stores depot who should arrange to inform all 
the depots and hospitals with a view to promptly sus2ending fur- 
thcr use. 
[S. No. 15 of Appendix II(Para 1.62) of 125th Report (4th Lok 

Sabha) 1 

Action taken 

Although the use of the drug was suspended in the Irwin Hospi- 
tal, the Drug; Controller, Delhi was informed about the defects on 
20t!. ::cvtrnh- , 1!~(;!!. The Hospital authorities did not inform Medi- 
cal Stores De~n?,  Karnal which they should have done. 

Thc Depot has been directed vide Directorate General of Health 
Services letter No. 17-52170-S.11, dated th. 23rd April, 1971 (Anne- 
xure 11, pages 34-35) to report to D.G.A.F.M.S. and other Depots: on 
the very date a sub-standard drug comes to their notice for the  
indentors of tbc Depot proper it may take another 24 hours. 



23 
As regards the suggestisn that Medical Store Depots should be 

quickly apprised of the reeults of the test reports, wherever the 
dm@ are not found to be of standard quality instrudtions have al- 
ready been issued to the State Drugs Control authorities, vide cam- 
meats against para 1.34. 

CMinistry of Health & Family Planning (Department of Health) 
letter No. 1249170-H (Pt. 11) dated 12-8-1971]. 

hcommendation 

The Committee have also noticed that though the batches 
showed the date of manufacture of the tablets they did not indicate 
the date of expiry of their life. In the absence of suoh a vital fact 
the possibigty of the medicine being administered beyond its use- 
ful life cannot be ruled out. The Committee would like to know 
what action Gqvernment propose to take to guard against such a 
*contingency. 
IS. No. 16 of Appendix II(Para 1.63) of 125th Report (4th Lok 

Sabha) 1. 

Action taken 

It may be mentioned that only drugs such as Slera, vaccines, 
anti-biotics, hormones and other thermolabile drugs, which deterio- 
rate or are likely to acquire undue toxicity on storage, are required 
.to bear on their label the date of expiry. The Drugs Technical 
Advisory Board which is a statutory body to advise the Central 
:and State Governments on technical matters arising out of the ad- 
.ministration of the Drugs and Cosmetics Act, had considered the 
question of laying down the date of expiry of drugs A list of all 

.drugs which q u i r e  the display of a date of e q i r y  and the maxi- 
-mum period upto which the date of expiry should be calculated for 
-each category of drugs, was drawn up by the Drugs Technical Advi- 
sory Board (on the basis of the recommendation made by a Sub- 

.committee of the Buard which went into the question in all its as- 
pects). The board did not include Ferrous Sulphate Tablets in the 
new Scheduled-P to the Drugs and Cosmetics Rules which gives 
such date of expiry, None of the Pharbacopoeias suggest a date of 

expiry for this drug. 

Ferrous Sulphate Tablets are made with 'Ferrous Sul3hater 
which is Ue ly  to be oxidised if the active ~ubstpnce in the tablet 
comes in contact with air. Ferrous .Sulphate Tablet is, therefore, 
requtred to be sugar coated. In a tropical county like India, the 



sugapcoating gay' p e l  &' on keeping and result in h e  develop 
ment of the dhrk 'pakhes' or 'spots'. Rkently the Drugs Conpulka- 
tive Committee, whic~~ccmsists of the Central and State Drug# Con- 
trol authorities, had recommended that Ferrous Sulphate Tablets 
could be prepared by shallac coating. If this method of coating is 
adopted by wufacturers ,  the scope for the peeling of the coating, 
as if o&n & ~ p p e n ~  with sugardmted tablets, will be reduced consi- 
derably. In view of this, it may not be necessary to lay down the 
date of expiry for Ferrous Sulf~hate Tablets in the Drugs and Cos- 
metics Rules. It may be added that therapeutic agents which are 
made from stawe chemicals generally do not bear a date of expiry 
of potency. 

However, manufacturers of Ferrous Sulphate tablets have been 
advised to adopt film or shellac coating for the tablets instead of 
sugar coating and that in the event of the tablets being sugar-coated 
show a cautionary note that the tablets should not be used if they 
are discoloured or spotted. 
[Ivhistry of Health & Family Planning ( ~ e ~ a r t r n e k t  Af Health) 

letter No. F. 12-39170-H (Pt. 11) dated 12-8-1971]. 

Recommendation 
The Committee were given to understand ,that,. the rate contracts 

for the purchase of ferrous sulphate tablets were introduced only 
on the 1st April, 1968. A suggestion to enter into firm contracts for 
the purchase of drugs is stated to be under the consideration of the 
Government in order to avoid delay in supply by the firms when- 
ever there is scarcity in the market. The Committee would like 
the Gpvernment to come to an early decision in the matter. 
[S. ,No. 17 of Appendix I1 (Para 1.64) of 125th Report (4th Lok 

Sabha) 1. 
Action taken 

The Ministry of Supply haye since agreed to enter into firm 
contracts vide Shri .. . . . . . . . . . . Jqint Secretary's D.O. letter No. 
PI-16(28)\71, dated the 16th June, 1971 (Annexure VII,, page 41). 
[Ministry of Health & Family Planning (Department of Health) 

letter No. F. 1249170-H (Pt. 11) dated 12-8-1971]. 

Recommendation 
Qe Committee regret to observe that there, was a-serious lapse 

in implementing tlqe decision of the Planning Cpamission regarding 
~qtr@~assistancf: admissible 'to the .various institutions/hospitals fo r  
training nurses under the schem of integration of public health 



I ,  2s 1 ,  
with basic course in nursing. Although the assistance approved for 
the Second Plan period was substantially curtailed by the Planning 
Commission for the Third Plan period, the Ministry of Pealth con- 
tinued to give assistance as per the formula approved for the Second 
Plab period till the overpa$nent was bmught to notice, by the 
Finance Secretary in# O&ober, 1%7: According to the Ministry of 
Health the instructions of the Planning Commission reducing the 
Scales of assistance f.or the Third Plan period were not received 
by them and enquiry held into the matter revealed that the Planning 
Commission's orders codd not be'proved to have reached the con- 
cerned section in the Ministry of Health. Although at the time of 
making the b~dget~provisions the files were re'ferred to the Minis- 
try of Finance they failed to detect that the Miriis&y of Health had 
not made the provision in accordance with the revised formula 
approved by the Planning Commission as according to the repre- 
sentative of Finance at that stage no detailed cheek of individual 
proposals was contemplated. The Committee would like to know 
what checks are available now to prevent a mistake of the kind that 
occurred in this case, either on account of non-receipt of the com- 
munication from the Planning Commission or through an oversight. 
The Committee desire that there should be a second look a t  the 
pattern adopted by the various Ministries for the Plan assistance 
by the Ministry of Finance. 
IS No. 18 of Appendix I1 (Para 1.76 of 125th Report (4th Lok 
: I Sabha) 1. 

Action taken 
There are two types of schemes included in the Fourth Plan 

namely Purely Central Schemes and Centrally Sponsored Schemes. 
Purely Central Schemes are those for which budget provision is 
normally made in the grants controlled by the Ministries administer- 
ing the schemes. For Centrally Sponsored Schemes the budget pro- 
vision is made in the grants controlled by the Ministry of Finance 
and assistance is, initially given through ways and means advances 
and regularised at the end of the year by issuing prouisional sanction 
for =ants-in-aid followed by &a1 sanction later after the State 
Governments furnish certified expenditure figures. 

With reference to the Committee's query as to what cheeks are 
- now available to prgvent a mistake of the kind that occurred in this 

case either on account of non-teceipt of communication from the 
Planning Commission or through an oversight it may be mentioned 
that the following checks are available:- 

(1) During the 4th Plan period all Centrally Sponsored Sche- ' 
mes are flnmced &y I00 per cent Central grantrpoans and 
as such there is no scope for making over payments. 



(2) While formulating budget proposals for the Plan Schemer, 
the adminfetrative ministry invariably indicates tdre a b  
cation agreed to by the Planning Commission for .the , 
p a r t i d a r  scheme. 

(3) All sanction let- laying down the pattern invariably in- 
dicate that it has the concurrence of the Ministry of 
Finance. 

(4) Where, in exceptional cases, provisions are made in the 
budget pending Analisation of the pattern, the administra- 
tive ministry ensures that no expenditure is incurred until 
the pattern has been laid down in consultation with the 
Planning Commfssion/Ministry of Finance. 

(5) At the time of issue of final sanction releasing the Central 
assistance in respect of Centrally sponsored schemes, the 
Ministry ensures that the quantum of grants released is 
based on the approved pattern and the amounts agreed to 

' by the Finance Ministry. 

(6) According to the procedure laid down for the release of 
Central assistance for Centrally Sponsored Schemes copies 
of the sanction letters and the explanatory notes if any, 
are invariably sent to the Plan Finance Division. 

As regards the second point made out by the Committee that there 
should be a second look at the pattern adopted by the various minis- 
tries of the plan assistance by the Ministry of Finance this is prima- 
rily for the Ministry of Finance to look into. It may however be 
mentioned that this ministry in the De?tt. of Health has already 
made a detailed scrutiny of the various schemes in operation during 
the 4th Plan and it has been found that assistance has invariably 
been released after the pattern/proposal has been accepted by the 
Planning Commission/Ministry of Finanm There are however a 
few schemes where the pattern of assistance has yet to be laid down. 
The Planning Commission/Ministry of Finance will as usual be con- 
sulted before Anal decision on these matters are taken by this Minis- 
try. 

W i s t r y  of Health & Family Planning (Department of Health) 
letter No. G-25015145170-B dated 297-1971]. ' 

Becommendation 

On account of the mistake that occurred in the Mipistry of Health 
met-payment of about Rq. 80 l a k b  had been made during the period 



1982-63 to 1967-68. The Committee note Government's v i m  that 
there -has been no malajkk and that as many as 45 voluntary insti- 
hations in the country uniformly received asgfstance on a higher 
scale during this period. The Ministry of Health have urged that 
the recovery of over-payments would cause undue hardship to the 
institutions concerned as they had incurred the expenditure in good 
faith and in the belief that they were utilising the funds in accord- 
ance with the approved pattern and that they should not be 
penalised. 

[S. No. 19 of Appendix I1 (Para 1.77) of 125th Report (4th Lok 
Sabha) 1. 

Action taken 

The matter has been reconsidered and it has been decided that as 
the amount had been properly utilised and spent by the Institutions 
concerned on a bona-fide purpose, there could be no question of re- 
covery and the over-payment as pointed out by the Audit should be 
regularised. 

[Ministry of Health & Family Planning (Department of Health) 
0.M.-No. 13-2171M.P.T., dated 11th August, 19711 

Recommendation 

The Committee would suggest that the matter may be reviewed 
by Government in consultation with the Planning Commission and 
the Ministry of Finance, keeping in view the consideration on 
which the pattern .of assistance was scaled down for the Third Plan, 
the requirement of the nurses to reach the plan targets and the 
actual progress achieved in this behalf. 

IS. No. 20 of Appendix I1 (Para 1.78) of 125th Report (4th Lok 
Sabha) ] 

Action taken 

The matter has been reviewed at length in consultation with the 
Planning Commissicn and the Ministry of Finance, keeping in view 
the three considerations suggested by the Committee. The Minis- 
t ry  of Finance and Planning Commission have agreed that Central 
assistance may be released to the concerned Institutions on the 
basis of the Second Plan pattern. An amount of Rs. 6.15 lakhs 
has accordingly been paid to nine voluntary organisations during 
1970-71 and a provision of Rs. 18:W lakhs has been made in the 
budget estimates for 1971-72. 
3148 LS-S. 



2. The target for. fie 3rd Five Year Plan was tu -&fy 45,000 
nurse* &rid this Was m y  &%iwe;cT. 

3. The pattern of assistance, as laid down by the PlmnYng Com- 
mission, for the Second and Third Five Year Plans was as follows:-- 

Second Plan patterr Third 66 flcrn 
according to planning 

Commission's 1'aner 
No. PC03412/6~, 

dated the 4th August 1962 

Recumkg Grant: 
For stipends to trainees and pay and 1ooS6 
allowances of additional training 

P% 

staff etc. 
Non-recummng grant : 
For constructions of school buildings 7596 

Subject to a mximum Su6'ect to a maximum 
of Rs. 50,000/- of d S  50,000:- 

For construction of tostel buildings roo '/, roo 'L 
Subject to a maxjmum Subject to a maximum of 

of Rs. z,ooo/-per seat Rs. :,cro,'-per seat In 
in the hostel! the hosl el for double the 

number of admission. 
For purchase of equipment 103" 75% 

~ubje$to. a maximum Subject to a maximum 
of Rs. 20,0001-. of Rs. ~O,OOO/-. 

4. If the stipends had been reduced to 50 per cent as proposed 
for the Third Plan period, the number of nurse trainees wuld have 
gone down accordingly as stipend is an attraction for trainees to- 
wards the nursing profession. The other reductions in construction 
of school buildings and purchase of equipment would also had am 
indirect effect on the training of nurses. 

It may be pointed out that during the Second Plan, the voluntary 
organisations were able to put up only 5 training school3 for nurses. 
With the same pattern of assistance 40 new training institutions 
came into existence during the Third Plan. Had the scale of assis- 
tance been reduced, on the basis of Planning Commission's pattern 
for the Third Plan most of these institutions would not have come 
up. The assistance given to these institutions at the rate as followed 
in the Second Plan period has helped in achieving the Plan target. 

5. In the Fourth Plan, the training of nurses has been placed in 
the State Sector During the intrregnurn between the Third and 
Fourth Plan, the Planning Commission laid down a pattern of 
assistance under which the State Governmejnt was required to give 
90 per cent of the total expenditure incurred by the Voluntary Orga- 
nisations on the training of Paramedical staff incIuding nurses, PritPI 
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the discretion of going upto 100 per cent !Phiti h W n  Batt t& Plan- 
ning Commission themselves had liheralised the patteth pWiousW 
Bxed by them for the Third Plan, bringing i t  almost on level with 
the pattern prevalent during the Second Plan and which was inad- 
vertantly followed by this Ministry for the best part of the TWrd 
Plan. During the Fourth Plan proper, the question of laying down 
my pattern 6f assistance does not arise since training of nurses and 
other para-medical staff is the responsibility of the State Govern- 
ments and they are free to give grants on such scale as they consi- 
der desirable. 

[Ministry of Health & Family Planning (Department of Health) 
O.M. No. 13-2171M.P.T., dated 11th August, 19711 

ANNEXURE I 
REGISTERED 

NO. 17-52170-SII 

DIRECTORATE GENERAL OF HEALTH SERVICES 
New Delhi, dated the 8th September, 1970. 

MEMORANDUM 

A set of instructions with regard to the recejt ,  maintenance and 
issue of Drug items is sent herewith for strict compliane. The 
instructions may please be notified in the form of a Depot Order, a 
copy of which may be sent to this Directorate while acknowledging 
receipt of this memo. 

jot Director General of Health Services. 

The D.A.D.G. (M.S.), 
Govt. Medicaf Store Depot. 
Byculla, Bombay,] Park Town, Madras 1 
B, Clyde Row, Calcutta(ES1 Hospital Campus, 
Hydrreb~-911. 



The Depot Manager, 
WMt Medicrd Shore Depot 
QwbatifKmwL 
Copy to W (I) along with a copy of set of instructions 
End.: -A set of tnstructions. -. 

Sd/- 
a fm Director General of Health Services. 

INSTRUCTIONS 
Medical Store Depots: 

1. All items which require the cool/cold storage should be placed 
underhhe charge of one Pharmacist-cum-Clerk who is considered 
to be the most competent by the &er-in-charge of the Depot. If the 
work load does not justify the whole time appointment of a man 
for this purpose he may be given some other life items. 

2. Similarly life items which may not require cold storage regard- 
less of the fact whether they are powders, Tablets, Injectibles etc. 
should be placed under the charge of one Pharmacist-cum-Clerk who 
again may be given additional items if the work load does not justify 
his full time engagements on these items. 

3. A list of items stored on each counter, the prescribed conditions 
of storage and life should be prominently displayed with each Phar- 
macist-cum-Clerk. This list will be initially prepared by the Store 
Superintendent and shall be thoroughly scrutinized by the Depot 
Manager or the D.A.D.G. as the case may be who will attest it with 
his signatures. Any changes in this list will be likewise attested. 

4. In the bin cards whenever the items are brought on charge the 
name of the manufacturer, batch number, date of manufacture, date 
of expiry should be invariably shown (if the items are stable the 
date of manufacture and the date of expiry may be omitted but 
batch number must be recorded). 

5. In the matter of issues of stablepfe items the batches which 
are manufactured earlier or have earlier date of expiry will be issued 
first than those which have later date of manufactum/date of ex- 
piry. Whenever the stock of a particular batch is exhausted a red 
line will be drawn across the bin card and the batch particulars in- 
cluding date of manufacture and expiry will be indicated befole the 
issues are started from any new batch. 

6. The stock verifiers will be instructed to take note of the follow- 
ing and bring to the notice of the D.A.D.G. any lapses:- 

(1) If stock holdings are excessive in relation to the turnover 
particularly of life items: 
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(2) Storage conditions .s grven in the lists,exhibited rt She 
counters are properly obaerved by the stock holdem; 

(3) The manner s  which the issue of new batches is darted is 
properly recorded on the bin cards as aforesaid; 

(4) Where the item are held in original containers, bottles, 
tins, cams etc. the stock holders must exercise at least 5 
per cent check by opening the containers. 

If no lapses are pointed out by the stock verifier it will be taken 
for granted that the above conditions are fully satisfled. 

7. A standard bin card form must contain the following particu- 
lars on the top margin: Name of the item, accounting unit, life of the 
item, VMS No. (on the left hand side), expenditure during the last 
three individual years and the average. expepditure (on the right 
hand side). 

8. A register will be maintained in the following proforma to 
show all the receipts and issues in respect of each cool/cold storage 
room whether in the depot or hired out side:- 

1. Date 
2. V. M. S. Number 
3. Item 
4. Accounting Unit 
5. Quantity 
6. R.V. No./lssue Voucher No. 

9. The D.A.D.G. will keep in touch with the State Drug Control 
Authorities and make sure that all gazette notifications which are 
issued under the Drugs and Cosmetics Act are received by him and 
ere duly implemented. The guard Ale opened in this behalf will be 
kept up-to-date and no notification will be filed without specific or- 
ders of the D.A.D.G. showing the action taken relative thereto. 

10. The ofacer inspecting the stores on receipt must ensum that 
under no circumstances he accepts any item bhich shows a life vali- 
d~ty less than the one authorised in the of8cial standards. The statu- 
tory standards given in the Drug Act will take precedence over all 
other standards. Cases of any discrepancies observed in the efRciaI 
rtadlanls may be referred to the Drug Controller (India) witb a 
copy to the A.D.G. (Stores). I 

11. Thermolabile drugs will be vemed by each: of the o f B q  
daily who will be allotted a few items (2 items per day of which 



stocks are actually available will do for this purpose) each picked up 
a$ .ratEdm ,by &he D.A.D.G. The same Wms must not +x verified 
untik-!whole cycle of life and .thermsIabile items has been duly 
completqd. Such repor$s will be collected by tho D.A.D.G. and sent 
to the ~iredt@te at m o q r b  intervals by the officer-in-chsrge of the 
Depot alongwih his comments. As in the case of stock verifier, the 
ofEicer who undertakes verification must point out any lapses, failing 
which the correctness of storage eta. will 'be taken for granted. 

12. At the time of issue of life items to the hospitals, demands 
shw3d be sa~utinized and supply should b e  restricted with special 
reference to netual useful life left and the indented period so that 
no short-dated drugs are supplied to the hospitals which they are 
unable to consume during their potency periods. All thermolabile 
and life items should be despatched by passenger train or Q.T.S. or 
by road and not by the usual goods train. It should also be watched 
that such stores do not lie in the despatch section of the depot for 
any unduly long periods. The responsibility in this behalf should 
be st+ctly enjoined upon the officer-in-charge of E. Section who 
should bring the matter to the notice of the D.AD.G. In the case of 
Thermolabile and life items the packing notes should describe not 
only the number of bottles, containers etc. but the names of the 
items, VMS Nos., date of manufacture and date of expiry. In addi- 
tion to the copy of the packing note which is to be deposited in the 
packing case an extra copy should be supplied alongwith the P.W. 
BilllRoad receipt etc. with case Nos. clearly marked to the indentor. 

13. Separately orders have been issued that the D.A.D.G. will 
certify to this Directorate regarding the proper storage of Thermo- 
labile under the prescribed conditions. Wherever the coollcold 
storage accommodation within the De2ot falls short and the neces- 
sity of additional accommodation is inescapable the Directorate will 
be only too wilfmg to sanction extra expenditure on hiring cold 
storage spgce out aide. For this purpose competitive quotations must, 
however, be called either through limited tenders if the cold storage 
institutions in the town are known or through an advertised tender. 

14. Frequwtly delays 'have been expwienced in the testing of 
samples sent to Medicel Stare Depot Unit a t  C.D.L., Calcutta. The 
Directorate propows in due course to establish a ful-fledged biolo- 
&a1 labowtory at Madras and it is h q e d  that all such delays will 
be eliminated. However, t@nce the unit at Calcutta is a t  present 
unable to bmd1e the Wid w~rk load and it may tak time to establish 
the Biological Laboratory at Madras, with a view to avoid delay the 
Depots are free to u t i l i  t&e services of State Government labora- 
Corfes for which they may be remunerated at their gtqndard rates. 



While h acapCancc utf stares withouk bsting is not entirely b a d  
in the case of really reliable and reputable firms, occasional testing 
must be qmrtea to even after the purchases have been e B W .  In 
the matter of purchases standard formulae for provisioning and local 
purchases will appry. Under these iristmctions discretion has been 
allowed to the ofltlcer-in-cha'rge in respect of life items to regulate 
their p u r h s e  consistent with their off take trends. It may please 
be noted ,that what is requited is that the depots should organise 
proper sbrage of all h g s  particularly perishables and the mere 
fact that fhe above conditions are being imposed should not deter 
them from acquiring their requirements snd thereby fail in com- 
pliance of indentors' demands which is the primary aim of the 

Depots. 

15. In the event of any drag reported to be sub-standard by any 
of the indentors, news should be flashed to aU the Depots and the 
D.G.A. F.M.S. unkier registered cover and all t4e indentors who have 
received supply of that drug should be told to suspend the issue. 
The supply should be got tested at one of the authorised laboratories, 
either our own or the State laboratories. If the test report reveals 
artirle to be of standard quality, the ban on usage should be with- 
drawn. On the other hand if the test =port reveals the item to be 
defective in any respect a report should be made to the State Drug 
Controller in which the Depot is situated in the case the item has 
'been manufactured within €he 'State. If the su2plies have been 
manufactured by a party situated in another State the complaint 
should be sent to D.C. (I) alongwith a copy of the test report under 
intimation to the AD.G. (Stores) by name. In the former case the 
State Drug Controller will take the necessary action and in the 
latter case the Drug ControIler (India) will take the necessary action. 

Sub-standard stock of the drug must not be returned to the sup- 
plier wiQlout prior Ctfma'tion, .under registexed A.D. to the State 
Drug Controller or the Drug Controller (India) as the case may be. 

16. In respec€ of local purchases, as soon as it is established thrw 
a Sub-standard drng has been supplied by the manufacturer a dalm 
should be made against him and recovery straightway enforced in 
case any of his bills are pending with the Depot. In regard to 
p u d a a e s  made through the D.G.S. & D. the Purchase 08Bcer 
should be immediately informed of the Incident with a simulta~eous 
request to  the Pay 8 Accounts OHlcer under Rqlstered .Acknowledge- 
mbt %e to eafam the pcah?y liability against the firm. 



A N N E X U R E  II 

DTRECTORATE GENERAL OF HEALTH SERVICES 
N e w  Idelhi, the 23rd Apd,  U71, 

MEMORANDUM 

In continuation of this Directorate Memo No. 17-52/70-SII dated 
8th September, 1970 the following further instructions are issued f o r  
strict compliance. 

I 

The fact of a drug having been found substandard by a Medical 
Store Depot should be reported to the DGAFMS and other depots 
on the very date this matter comes to their notice. In the case of 
their own depot, since they have to ascertain issue voucher Nos. an& 
then the addresses of the receipients from two different documents, 
M.S. Depots may take another 24 hours, if necessary, but the infor- 
mation should be communicated latest by the following day after 
collection of particulars regarding the names and addresses of the 
recepients even by making staff sit over time. 

The CGHS, M.S. Pepot, should also be advised alongwith the  
DGAFMS and other depots. It should be enjoined as personal duty 
upon the OfRcer-in-charge of Drugs section to take the necessary 
action in this behalf and the Offlcer-in-charge of the depot should 
himself carefully watch that no delay takes place. Samples for test 
should also be sent from the depot the same day or latest by follow- 
ing day. 

If no counter samples are available in the depot the reporting 
indentor and one or two other who have been supplied big quantities 
should be asked to send samples (the quantity of which may be 
indicated along with instructions that sealed containers as received 
from the contractors in tact should be sent) immediately under inti- 
mation to this Directorate. This should be followed up on a vigorous 
basis. Telegraphically and through D.O. letters. Copies of com- 
munications should be endorsed to their administrative OBcer 
invariably. Similarly testing of samples at laboratory should be 
expedited on a TOP PRIORITY basis. Cases of undue delay, 10 
d q s  in receipt of samples 30 days in testing of non-biologicals and. 
80 days in the case of Biologicals should be reported by name to 
the DADGCST), in Directorate who will similarly take prompt 
action for further follow up with the higher authorities. 

The procedure prescribed for recording details of batch Nos. etc, 
and for reporting testing etc.' in the event of complaints should be 



adopted mr(taf4.s mutadis for all drugs and miscellaneous items 
having a direct action on human body e.g. surgical aligaturer, 
Surgeons gloves etc. 

It is noticed that reports regarding stock verification in p ~ r s l ~ ~ l l w  
to insbructiom issued vide para 11 of set of Instructions sent witk 
this Directorate Memo No. 17-52/70-SII dated 8th September, 1970 
are not eent regularly to thfa oflice. These may please be sent 
regularly in future. 

Further, please note that if a Arm is convicted in court of law 
for violating the Drug Act, it should be straightaway removed from 
the list of approved suppliers. 

Please acknowledge receipt. 
Sd/- 

for Director General of Health Services- 

To 
The D.A.D.G. (MS), 
Govt. Medical Store Depot, 
BombaylMadrasfCalcuttalHyderabadlKarnal 
The Depot Manager, 
Govt. Medical Store Depot, 
Gauhati-2 (Assam). 
Copy to File No. 15-4/71-51, , 

ANNEXURE 111 

DRUGS CONTROLLER (INDIA) D.O. NO. 29-17!71-I? 
DIRECTORATE GENERAL OF 

HEALTH SERVICES 
New Delhi, 22nd June, 1971. 

Dear Dr./Shri 
All State Drugs Controllers 

The Public Accounts Committee 1970-71 of the Fourth Lok Sabha, 
in its 125th Report has, amcq~g other things, dealt with two drug 
items. The first one relates to the supply of Injection of Tetracy- 
cline Hydrochloride supplied by MIS. . . . . . through Government 
Medical Store Depot Karnal. The stocks in question had become 
discoloured before the date of expiry had crossed apd side-effects 



such as the development of abscess fpmation ,kn qciFitfFP . e w  in 
which 'the drug was used were reported. 

The s w ~ n d  item rglates to the supply of Ferrous St&&&&! h&ts  
which &ji become spotted because of the peeling the sqgw quot. 
ing. The PuW &counts Committee recommendations reads:- 

"Para 1.62 The Committee are distressed to learn that the 
defect noticed in the tablets in Xovember, 1968 was not 
intimated to the Medical Stores Depot, KarnM by the 
Irwin HospitaVDrugs Controller, Delhi uintil November 
1969 although the Government Analysts's re+ had been 
received in April, 1969. Strangely enough it was the firm 
which first reported the matter to the Depot in August. 
1969 and it took 2 months for the Depot to instruct all the 
institutions to whom they had distributed the tablets to 
discontinue their further use. The Committee strongly 
deprecate the gross delay of about a year in issuing 
instructions to indentor hospitals regarding the defective 
nature of supplies. As suggested earkr in the report any 
defect noticed to the supplying medical stores depot who 
should arrange to inform all the depots and hospitals with 
a view to promptly suspending further use". 

In view of the above recommendation it is suggested that the 
Drugs Inspectors in your State may please be instructed to adopt t h ~  
following procedure in those cases where the samples sent by h;m 
for test are reported to be not bf standard quality and where it is 
necessary to prevent the use of the drug inquestion:- 

(i) The Drugs Inspector may ascertain from the hospitaljsales 
establishmentli,nstitution/dispensary from where the samc 
ple was drawn as to whether the supply was made by a 
dealer ar  Medical Store Depot of the State or Central Gov- 
ernment. 

(ti) In case the supply was made by the State or Central Medi- 
cal Store Depot, the Drugs Inspector, in addition to cor- 
responding with the Drug Licensing authority of the State 
in which the manufacturing firm is located, shall also write 
to the State or Central Medical Stores Depot which had 
supplied the drug so that the latter 'in turn may write to 
all the parties involved for the withdrawal of the drug 
in question. 

(iii) A copy of the letter sent by the Drugs Inspector under 
para (ii) above may be sent to the Drugs Controller (India) 



and tht: Assistant Director General (Stores) in the Direc- 
torate General of Health Services for &rniJar action. 

Yours faithfully , 
SdI - 

All State Drugs Controllers. 

Copy forwarded to the Zonal officers, Central. Drugs Standard 
Control Organisation, Assistant Director General (Stores), Director- 
a te  General of Health Services and the Medical Store Depots for 
information and necessary accon. 

ANNEXURE IV 

IMMEDIATE. 
REGISTERED A.D. 

CONFIDENTIAL 
NO. 17-27170-SII 

DIRECTORATE GENERAL OF HEALTH SERVICES 
New Delhi, Dated the 145-1970. 

MEMORANDUM 

SUMECT:-Condition of storage in regard to biolqgical and other 
special products specified in Schedule C&C(I) to the 
Drugs Rules, 1946. 

There ha, been an objection regarding the supply of ACHROMY- 
CIN made to the Irwin Hospital for the Medical Store Depot, Karnal. 
After the hospital had consumed a large quaptity of the material the 
local Drug Control authorities found the remaining vials in their 
possession to be of substandard quality. An extract from the rele- 
vant PAC.  Report is reproduced below:- 

"No investigations have been made to find out how and at what 
stage the defects developed in the injection with the Irwin 
Hospital nor has any enquiry byn made from the other 
haspitals/dispenseries about the results of such injections 
received by them from the Medical Stores Depot, Karnd." 



In view of the hWhg it has become imperative that in &&age 
conditions for drugs and other allied items as prescribed in the of3- 
cia1 standards i.e. in the different pharmawopeias and under the 
Drugs and Cosmetics Act, 1940 and rules made thereunder as pub- 
lished from time to time are strictly adhered to by the Medicd 
Store Depots. In this ccumection the Drugs Controller (India) issued 
a special circular vide his No. 5-56161-DC, dated 23rd April, 1963 to 
all the State Drug Controllers on the conditions of storage with  re^ 
gard to the biological and special products specified in Schedule C&Cl 
to the Drugs Rules, 1945 and requested them that the storage condi- 
tions should be published in the State Gazetters. One copy of his 
letter with enclosure is sent herewith. In the light of the foregoing 
you are requested to please obtain a copy of the Gazette issued by 
the State B u g  Control authorities pursuent to circular referred to  
above and any other notificaKons which might have been h u e d  by 
them on the subject. 

The storage conditions obtaining in your Depot should examined 
carefully vis-a-vis the legal standards as published in the Drugs and 
Cosmetics Act and Rules made thereunder and in the official Phar- 
macopoeias to ensure that there is no vio1at;on in this regard, possi- 
bly you are storing a large quantity of drugs in cold storage pursu- 
ant to the Army Lists in your possession. While such lists need to 
be followed with a view to preserve quality of the drugs, the former 
must take precedence over such lists. If you find after a careful as- 
sessment installation of refrigerators, extra cold storage space etc., 
specific proposals may please be submitted to this Directorate. The 
possibility of hiring cold storage space for the storage of small-pox 
vaccine which occupies considerable accommodation in same of the 
Depots may also please be explored, if the cold storage facilities are 
deficient. 

It may please be impressed upon your Superintendent and Officer- 
in-charge of the Drugs Section that the proper storage of drugs ac- 
cording to legal and pharmacopeias standards is strictly their per- 
sonal responsibility and in the event of any loss being discovered 
due to non-complence of the provisions they are liable to be held ' 

responsible. 

It is also requested th$t the DADGfDepot Manager of the depots, 
as the case may be kindly undertake frequent inspection of the con- 
ditions under which the items are stored and furnish a quarterly 



certificate to the d e c t  that the prescribed storage c&ditiona are be- 
ing duly followed. 

Please acknowledge rece<pt. 
sa/- 

for Director General of Health Services. 
To 

Dr. S. K. Guha, 
DADG(MS), MSD, Bombay. ' 

Shri K., Ganga a, 'B DADG, Madras, 
Shri W. A. D'cruz, 
D.M. Calcutta. 
Shri P. R. Haryal, 
DADG, Hyderabad. 
Shri A. K. Ghosh, 
D.M. Gauhati. 
Shri H. K. Tewari, 
D.M. Karnal. 
Copy to Guard file. 
Copy to manual file. 

Copy to Assistant Chemist. It will be her responsibility to watch 
for the receipts of certificates prescribed in the last para. She may 
enter this in her calendar of remarks. 

Sdl- 

for Director General of Health Services. 

A N N E X U R E  V 
NO. 17-27 170-SII 

DIRECTORATE GENERAL OF HEALTH SERVICES, 
New DeLhi, 31st October, 1970. 

M E M O R A N D U M  

S~BJECT:-Conditions of storage in regard to .biological and other 
special product specified in schedules C&C (I) to the 
Drugs Rtuks 1965. 

In continuation of this Dte. letter No. 17-27170-SII dated the 12th 
May, 1970 .on the subject mentioned above, you are further request- 
ed to examine available facilities for cold storage in the depot and 



in the event cif yaw cold storage ~c@olYlStlOdtltidn falling short .of 
Depots' requirements, you should arrange to hire cold storage faci- 
lities commercially offered in your area uintil permanent arrange- 
ments are made in thid behalf. 

Such proposals for hiring cold storage accommodatLon should be 
sent with full justification in terms of volume of stores colding such 
storage with certificates that your own arrangements are inadequate 
and that accommodation you propose to hire is the cheapest avail- 
able taking into account the distance from the depots and consequent 
expenditure on movement of stores to qnd f 9 m  with a view to 
achieve competative rate. 

You may advertise your requirements in the press, contact Gov- 
ernment departments (both Central & State) who may have a sur- 
plus capacity and also the various local refregeration companies. 

a/- 
for Director General of Health Services, 

To 
The D.A.D.G. (MS), 
(1-5) Govt. Medical Store Depot, 
Bombay/Calcutta/Karnal/Madras/Hyderabad. 

Copy to:-The D.A.D.G.(MS).GMSD, Calcutta with reference to  
his letter No. RS/TCI/Storage/3848 dated 31-8-1970. 

(6) The Depot Manager, 
Govt. Medical Store Depot, 
P.O. Pahabari, Goshalla Godown, 
Gauhati (Assam). 

ANNEXURE VI 
OFFICE OF THE DIRECTORATE HEALTH SERVICES, DELHI: 

ADMN, 15-ALIPORE ROAD, DELHI-6. 
No. F. l(23) 171-DHS--Dated the 1971. 

Administrative order No. 1 
An instance has been reported where a Drug Inspector while ins- 

pecting the stores of one of the local Hospital discovered that seve-. 
ral batches of a particular drug were showing physical changes.. 
However, he took sample only of one batch instead of taking sample. 
of all the batches. This is not correct and should be avoided.. All 



ofaCers concerned 4 1 1  please ensure, that in future, .h case of ~ t k  
pensfon, sample should be taken ai all the' suspected batches for test. 

MI- 
Mrector Health Services, D e w  

No. 1(23)/71-DHS/1194 Dated the 9th March, 1971. 
Distribution:- 
Deputy Director of Health Services. 
Assistant Drugs Controller I. 
Assistant Drugs Controller 11. 
All Drugs Inspectors. 
Wee Order Register File. 
Administrative Officer. 

D.O. NO. PI-16(28)/71. 

ANNEXURE V I I  

Joint Secretary, Government of India 
Ministry of Supply, New Delhi. 

16th June, 1971. 

My dear, 

Please refer to your D.O. letter No. F.16-4170-D dated 29130-3-71 
about the working of the Medical Store Organisation vis-a-vis the 
rate contract system of purchases. We wish you has sent us SOW 
instances to show how the procedure of rate contracts had proved 
unsatisfactory so far as the Medical Store Depots were concerned. 
However, we have no objection to covering your requirements of 
stable i t e m  through A/Ts with a programme of a staggered deliver- 
ies if and when requested. Similarly, running contracts could be 
concluded for perishable items, as suggested by you. The rqnning 
contracts are for obvious reasons operated by the DGS&D centrally 
so that they can keep a watch on the quaptities purchased and the 
tolerances allowed not being exceeded. You would. therefore, have 
to provide your annual demands and indicate the phased deliveries 
ahead of your requirements, in specific quantities. These details in 
respect of various items can be worked out by you and firm consoli- 
dated indents placed on the DGS & D. 

So far as the BHC 50 per cent W.D.P. Is  concerned, I may men- 
tioned that the reason why we prefered a regular indent was because 



;the requirements of your U s t r y  added upto 2J30 MITonnes valued 
at Ra 52,00,000 bbpp~oixhakly, while '31 the rate contrbct there was 
a monetary limit of Rs. 25,000 only. Moreover, it had come to our 
notice that the price trend fw BHC 50 per cent W.D.P. was slightly 

.on the lower aide and for such a large requirements as yours, better 
prices that those of the rate contract could be obtahed. In fact, it 
has been possible to purchase your requiremmts with considerable 
saving to Government. 

Yours sincerely, 
Sd/- 

Bhri . . . . . . . . . . . . . . . . . . . . 
.Joint Secretary, 
Ministry of Health, 
New Delhi. 



RECOMh.IENDATIONS/OBSEXVA'FIONS WHICH THE COMMIT- 
TEE DO NOT DESIRE TO PURSUE IN VIEW OF THE REPLIES 

OF' GOVERNMENT 

Recommendation 

The Enquiry Ofiicer has come to the "inescapable conclusion" that 
cold storage accommodation at the Irwin Hospital was inadequate 
to keep all the items of medicines requiring cold storage and accord- 
ing to him some stocks of Achromycin must have kept under ordi- 
nary room temperature. The Committee note th3t Delhi Adminis- 
tration have not accepted Ihc conclusions of the Enquiry OfRcer 
about the storage conditions in the Irwin Hospital and that they are 
prepared to accept a further probe in the matter. The objection of 
the Delhi Administration is stated to be under consideration of the 
Ministry. The Committee would like to be apprised of the out-come. 
[Sr. No. 3 of Appendix I1 (Para 1.30) of 1251h Report (4th Lok 

Sabha) ] 

Action Tnkcn 

The Delhi Adm,;nistraticm have objected to the conclusions drawn 
by Dr. J. I(. Thanaurala following his enquiry at  the Irwin Hospital 
that there is a reason to beliew that there was negligence on the 
part of the staff of the Hospital regarding the storage of Achromycin. 
The Delhi Administration have stated that the Enquiry Officer had 
not recorded the statement of officers of the Drug Control Depart- 
ment who had inspected this drug under actual storage cmditions 5n 
the Irwin Hospital. They have also forwarded extracts of the report 
of the Drug Inspector, Delhi, wherein it had been stated that the 
entire stock of Achromycin intramuscular injection was stored in an 
air-conditioned apartment of the hospital store. 

The Drugs C ~ t r o l l e r  (India) had also, on the basis of h" IS O ~ ~ T I  
independent inquiry, come to the conclusion that the Hospital had 
adequate storage facilities for storing tetracycline hydrochloride 
injection. 

I t  has to be stated, however, that the inspection arranged by Drugs 
Controller (India) was done at a much later date e d  it is not pas- 



sible to conclude as to what was the storage situation at the time 
under consideration. 

A fresh probe as suggested by the Delhi Administration at  this 
stage after four years of the ewnt  may not yield any useful results. 
[Ministry of Health and Family Planning (Department of Health) 

letter No. 12-39/70-H (pt.11) dated 12-8-1971] 



CHAPTER IV 

RECOMMENDATIONS/OBSERVATIONS REPLIES TO WHICH 
HAVE NOT BEEN ACCEPTED BY THE COMMITTEE AND 

WHICH REQUIRE REITERATION 

Recommendation 

The Committee find that the DGHS had in a communication 
addressed to all the Medical Superintendents of major hospitals in 
Delhi including the Irwin Hospital as far back as in May, 1966 stated 
inter alia that the stores attached to the hospitals must be placed 
under the charge of a competent pharmacist who should be respon- 
sible for the maintenance of proper storage conditions. He added 
that the pharmacist-in-charge of the stores should carry out fort- 
nightly inspections of the stocks and that in case he noticed visual 
signs of deterioration in any drugs, the stocks should be frozen, 
sending the samples ior testing through the local Drugs Inspector. 
In vLew of what has happened in this case the Committee have to 
take the view that these instructmns have not been fully followed 
by the Irwin Hospital. The Committee would like to know whether 
the responsibility of the person in charge of stores in regard to im- 
proper storage conditions and failure to detect the vis.ble deteriora- 
tion of the drug in this case was examined. 

[S. No. 5 of Appendix 11 (Para 1 .X?) of 125th Report (4th Lok 
Sabha) ] 

Action Taken 

Thr hospital authorities arcb fully aware of the instructions issued 
by the D~rcctoratt. Grncral of Health Seru,ccs. The senior-most 
Pharmacist of the Institutions Group is Incharge of the Irwin 
Hospital Pharmacy. He is a qualified Pharmacist. Besides, the 
Senior Medical Officer 1s Incharge of the Medicine Stores and it is 
his duty to see that the instructions are followed. 

At a meeting ol State Drug Controll(~rs held in February, 1971, 
a spccJic recommendation was made that an adequately qualified 
pharmacist, preferably a graduate in Pharmacy, should be appointed 
to supervise the working of the Hospital Store and Pharmacy in all 
hospitals with 200 or more beds. Instructions have been issued to 
the State authorities to tighten the quality control measures over 
the activities of the Hospital Stores and Hospital Pharmacies. 



These instructions, among other things, call for proper supervi- 
sion and i,nspection by a qualified and competent person (Annexure). 

The question of fixing responsibility for unsatisfactory storage 
does not arise in view of the satisfactory rcports both the Drug COD- 
troller of India and the Drug Inspector, Delhi Administration. 
[Ministry of Health and Family Planning (Departmt~nt of Health) 

letter No. 12-39170-H (Pt. 11) dated 12-8-1971] 

ANNEXURE . 
Copy of D. 0. No. F.3-13170-0 dated the 17th June, 1971 sent to all 

Statelunion Territories Health Ministars by the Deputy Minister 
for Health and Family Planning. 

Dear 

At a recent meeting of the Drugs Standard Control Officers from 
the Centre and States, the question of exercising stringent control 
over the quality of drugs used by the hospitals was considered. It  
was felt that the conditions under which drug formulations are 
processed by hospitals for the use of their patients, the functioning 
of hospitals stores and the operation of sterile scrvicc in hcspitals 
needed close surveillance and a number of mcasures were suggested 
which are contained in the attached note. 

May I therefore suggest that the Supt$rintendrnts of Hospitals in 
your State be advised to avail themselves of the assistance i ~ f  the 
State Drugs Control authorities in organising the Hospital Stores, 
Hospital Pharmacy and dispensing and sterile service cstablish- 
ments on the lines recommended by the Drug Control authoritics. 
In particular, the hospital authorities should invite more frequent 
inspection of their hospitals by the officerslinspectors of the State 
and Central Government and extend to them all assistance, Mutual 
cooperation between Drugs Control authorities and hospital autho- 
rities would contribute a great deal towards improvements of hospi- 
tal services in the country. 

1 shall be glad to know in due course the action taken in the 
matter. 

Yours sincerely, 
Sd/- 



MINISTRY OF HEALTH. & F. P. 

SUBJECT: ---Qualit3 control on drugs. 

At a recent meeting of the Drugs Standard Control Officers from 
the Centre and the States, the question of exercising stringent con- 
trol over the quality of drugs used by hospitals was considered. The 
Drug Control authorities felt that the conditions under which drug 
formulations are processed by hospitals for the use of their patients, 
the functioning of hospital stores and the operation of sterile service 
in hospitals needed close surveillance with a view to ensuring that 
patients in hospitals receive drugs of good quality. 

The following decisions were taken at  the meeting:- 

(a) If drugs are manufactured for use of patients by hospitals 
in hospitals pharmacies, the conditions of manufacture 
should be stringently controlled in the same m v n e r  as 
private manufacturers of similar items are controlled. 

(b) Facilities for stcrilisation serviccs in hospitals should be 
frequently inspected by the Central and State Drugs In- 
spectors. 

(c) The manner in which drugs are ordered, stored and issued 
by the hospitals should also be subjected to frequent 
checks so as to ensure that purchases are made in phased 
instalments to obviate financial loss to hospitals: that drug< 
which require special storage conditions are stored pro- 
perly and that drugs \vhich bear a date of expiry are issued 
or turned over by arrangement with manufacturers in 
such a manner that hospitals are not saddled with any 
time expired stocks. 

(d) The responsibility for ensuring .'good manufacturing prac- 
tices' including sterilisation facilities in hospitals and man- 
agement of hospitals stores should be fixed on special mem- 
bers of the staff in hospitals who would also be made to 
maintain the necessary registers and records. 

(e) In hospitals with 200 beds and above, a Chief Pharmacist 
who should be at least a graduate in pharmacy should be 
appointed and given 'gazetted status with an appropriate 
salary scale. The Chief Pharmacist should have a thorough 



background knowledge of drugs, their substitute, storage 
conditions etc. and should be able to assist the hospitals 
admin;stratlon in maintaining the quality of drugs sup- 
plied to patients. The Committee also recommended that 
similar facilities should bc made available in smaller hos- 

. pitals. 

Recomnret~daiion 

The Committee uotc that the Dclhi AdministratLon had at one 
stage seriously considered the qutbsiion of  prosecuting the firm but 
they were advised by the Judicial Ihpartment of the Delhi Admin- 
istration against i t  un the qrounci that thc Drug Cc)ntroller. Dell11 
could not prosecute the firm, for want of jurisdiction as the drug in 
question was supplied by thc firm 10 thcl Medical Stores Depot, 
Karnal. The Commlttw would s~rk.yst t l ~ a t  the Delhi Administra- 
tion might take the upmon of the Ministry ol Law in the matter for 
future guidance. They, howevc~,  fv:l that the Ccntral Government 
could have prosecuted the firm if t l~ere  was a prima facic case. 

[S. No. 8 of Appendix I1 (Para 1.R5) of 125th Report (4th Lok 
Sabha) ] 

Action Taken 

There was no priniu facie case :o show that the manufacturing 
firm was responsible for the drfcct in Achromvcin ~njection. The 
fact that supplies from the same batches uscd bv other hospitals and 
institutions did not produce any xiverse reaction or had not been 
reportcd to ha\.c changed colour and  the f a d  @at the investigations 
carried out by the Director, Dru~,  Control Administration. Gujarnt 
on the record san~ples from the same batch m4aintaincd by the mapu- 
facturing firm did not reveal any dcfciencies, gave sufficient indica- 
tion that the cause for the d c f t ~ t s  noticed bv the Irwin Hospital 
authorities had to be established hv checking on the conditions r!f 
storage of the drug from the point it lclt the manufacturer's premises. 

[Ministry of Health and Family Planning (Department of Health) 
letter No. F. 12-39/70-H (Pt. 11) dated 12-8-1971] 



CHAPTER V 
RECOMMENDATIONS/OBSERVATIONS IN RESPECT OF WHICH 

GOVERNMENT HAVE FURNISHED INTERIM REPLIES 

Nil 

NEW DELHI; 
February 22., 1972 

Phalguna 3, 1893 ( S ) .  

ERA SEZHIYAN, 
Clta i~man,  

Public Accounts Committee. 



APPENDIX 

Summargl of main Conclusio~/Recommendations 

S1. Para Ministry,'Department 
No. No. concerned 

I 1.7 hlinistry of Health & The Committee note that although the annual average con- 
Fmib'  Planning sumption of Achromycin injections according to the information 

(Department of given to the Enquiry officer was 13,600 vials, the actual consumption 
during 1965-66 was 18,750. However. the fact remained that as 
against the quantity of 25,000 vials of the injections indented for 
one year (1966-67) only 20,710 vials were consumed in 16 months 
between August, 1966 and December. 1967. The Committee would, 
therefore, like Government to examine whether the present system 
of provisioning of medicines on the basis of 25 per cent over the 
previous year's consumption needs revision in the light of this 
experience. 

Do. The Committee desired to know whether the responsibility 
of the person in charge of stores in regard to improper storage con- 
ditions and failure to detect the visible deterioration of the drug in 
this case was examined. The Ministry in their reply have merely 
stated that the question of fixing responsibility for unsatisfactory 



Do. 

Do. 

storage does not arise in view of the sstisfactory reports of both 
the Drug Controller of India and the Drug Inspector, Delhi Admi- 
nistration. As some vials of Achromycin injections were stated to 
have become discoloured and turned dark brown, by the Drug 
Inspector who examined the stock and submitted a report on the 
19th December, 1967, the Committee flail to understand how the 
person itncharge of the stores did not notice the discolourration earlier 
if he had carried out the fortnightly inspections of stocks regulariy 
as  required. The Committev would, therefore, like to reiterate that 
the failure in this regard should be investigated and responsibility 
fixed. 

The Committee suggest that the question of jur!.diction of 
Delhi Administration for launching prosecution against manufacturers 
of drugs for supply of defective medicine. through Medical Stores 
Depots located outside Delhi should br~ examined in consultation 
with the Ministry of Law for future guidance. The Committee wi& 
that this had been done earlier as thev had specifically raised this 
point in their 125th Report (Fourth Lok Sabha). 

The Committee are surprised that  the eqrlier issues of the 
Ferrous Sulphate Tablets pertainin- to the period prior to 20th 
November, 1967 were irregularly entered in the bin cards after the 
inspection by the Drug Inspector. The> Committee suggest that 
responsibility for not mainta'uoing thn bin cards properly should be 
fixe 1. 



5 1.19 Ministry of Health and The Committee note that manufacturers of Ferrous Sulphate 
Family Planning Tablets have been advised to adopt fih or shellac coating for the 

(Department of tablets instead of sugar-coating; or, in the event of the tablets being 
sugar-coated, show a cautionary note that the tablets should not be 
used if they are discoloured or spotted. The Committee would, 
however, suggest that it should be examined whether instead of 
sugar-coating, film or shellac coating of the tablets should not be 
made obligatory to avoid health hazards due to peeling off of sugar- 
coating. 

6 1.22 Ministry of Finance The Committee w i h  to reiterate that their earlier recommend- 
ation that there should be a second look by the Ministry of Finance a 
at the pattern adopted by the various Ministries for plan assistance 
should be examined by the Ministry of Finance. 




