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INTRODUCTION

[, the Chairperson, -Public Accounts Committee (2015-16} having been
authorised by the Commitiee, do present this Twenty-second Report (Sixteenth Lok
Sabha) on “Procurement of Allopathic drugs in CGHS” based on Paragraph 6.3 of
the C&AG Report No. 19 of 2013 related to the Ministry of Health & Family Welfare .

2. The above-menticned Reporf of the Comptroller and Auditor General of india
was laid on the Table of the House on 6" September, 2013,

3. . The Public Accounts Comrmittee (2014-15}) took up the subject for-detailed
examination and report. The Committee fook evidence of the representatives of the
Ministry of Health and Family Welfare (Department of Health} on the subject at their
sitting held on 12" January, 2015. The Commiftee also totk evidence of the
representatives of the Ministry of Health and Family Welfare {(Departient of Health} and
Ministry of Chemicals and Fertilizers {Department of Pharmaceuticals) on g™ April,
20115, As the examination of the subject could not be completed due to paucity of time,
the - Public Accounts Commiftee (2015-18) retained the subject fo confinue fhe
examination and hereby, present a Repart based on the earlier evidences taken by their
predecessor Committes. Accordingly, a Draft Report was prepared and placed before
the Commitiee for their consideration, The Committee considered and adopted this
Draft Report at their sitting held on 11" August, 2015, The Minutes of the Sittings are
appended fo the Report.

4, For facilty of reference and convenience,” the Observations and
Recommendations of the Committee have been printed in t’nlck type-and form Part- || of
the Report.

5. The Committee thank their predecessor Commitiee for taking oral evidence and
cbta[nmg information on the subject.

6. The Committee would like to express their thanks to the representafives of the
Ministries of Health and Family Welfare (Department of Health) and Chemicals and
Fertifizers (Department of Pharmaceuticals) for tendering evidence before them and
furnishing the requisite mformatlon to the Gommﬁtee in connection with the axamination
of the subject.

7. ‘The Committee place on record their appreciation of thé assistancé rendered o
them in the matter by the Office of the Comptroller and Auditor General of India.

NEW DELHI; PROF. K.V. THOMAS

12" Auqust, 2015 : Chairperson,

21 Shravana, 1937 {Saka) ' Public Accounts Committee,

:.f-. .. nll. Lqr..) '3'$. :
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REPORT
PART- I
L INTRODUCTORY
1. The Ministry of Health and Family W_elfare'prc:-vides comprehensive he.alt'h care

facilities through "Central Government Health Scheme” (CGHS) to MPs, ex MPs,
serving and retired Judges of Supreme Court and retired Judges of High Courts, Central
Government employees and pensioners and their dependents residing in 23 cities -
covered under CGHS apart from Delhi NCR. The medical facilities are provided through
250 CGHS Wellness Centres (earlier called as dispensaries} across the country. CGHS
provide consultation at CGHS Wellness Centres and Government Hospitats, and
provides OPD medicines fo its beneficiaries. In addition, inpatient treaiment facllities
and investigations are provided at Government hospitals, and empanelled private
hospitals. Medical Stores Organisation (MS0) is entrusted with the task of procurement
of drugs and medicines required for CGHS Hospitals and Wellness Centres outside
Delhi. The MSO operates through seven Medical Stores Depots (MSD). Government
‘Medicai Store Depot (GMSD), Dethi is the nodal centre for procurement, storage and
 distribution of drugs for all CGHS wellness centres in Delhi.

H. DRGANISATIDN

2. CGHS is headed by Director CGHS. Additional Director {Headquarters] is the
administrative head of MSD Delhl and four zonal Cffices of CGHS. The zonal offices
" exercise. admmlstratWE control over CGHS wellness centres in their zone, and are
| responsible for processing and making payments of bills relafing fo local purchase -
made by the CGHS weliness centres. In cities outside Delhi, the CGHS is headed by
Joint/Additional Director who exercises overall administrative control over the CGHS

units and authorises payments to the suppliers of medicines against their bills,

it -PRDCEDUREFU&PROGUREMENTGFDRUGSFDRTHECGHS

3. . There-are four channels of procurement of drugs for the Central Government
Healfh Scheme (CGHS).. These are briefly enumerated below:

’]] Pllnt Project.  In 2008, based on CGHS data, National Informatics
Centre (NIC) identified 272 items (branded drugs} which were being




procured by the dispensaties from the local chemists. In order to get
better discounts as compared to those given by the chemists, a pilot
project was. started to procure them through manufacturers / distributors. -
The indents of these drugs are placed monthly by the CMO e online -
directly to the suppliers f distributors. The indents themselves are auto
generated based on the consumption pattern of the drugs in the preceding
4 months and availability at Wellness Centre .The drugs-are delivered at
the Wellness Centres. Prior to infroduction of this system, these items

- were being procured through local chemists at a discount of up to 15%,
hut placing of orders directly on the manufacturers { distributors meant that
the discount rate were increased to the range of 30 to 35%. The
manufacturer / distributors could give a better discount as they could make
a saving on the distribution cost.. The new system also improved the
avaitability of medicines at the WCs since the medicines. indented through
the local chemists had to be collected on the second or third day, whereas
under this system the medicines were available at the Wellness Centre
itself. Thus, this was an improvement on the existing practice. If is
however true that the 272 items were identifizd on the basis of their brand
-name rather than on the basis of the drug composition. Hence, there was
still an opportunity to go for the cheaper hranded drug with the same
chemical composition.

2} Procurement through Medical Store Organization (MS0): In the normal
course, MSO procures drugs for the CGHS. This organization has two
separate formularies for branded and generic drugs, and undertakes their
procurement through open tender. :

For branded drugs, the formutary initially consisted of 504 items. These
were reviewed by a Commitiee headed by the Joint Secretary (which has
been referred to in the Audit Para) and 350 items were identified for retention.
In additicn, the Committee recommended the inclusion of 382 more items.
Subsequently, however the 272 items identified as part of the pilot project
noted above (instead of the recommended 382) were added to this list
making a total of 622 items which continues fill date. For generic drugs, the -
formulary has been reviewed at infervals. If comprised 818 items during the
period covered in the audit para, and was increased to 1128  in 2013 |t
presently covers 1447 items. The audit para mentions that a} these
formularies are not broad enough and should be revised more frequently, and
b} the rates for many drugs included for formulary could not. be finalized in
large number of cases, especially in the case of generic drugs. Keeping this -
in view, a Committee headed by the Director General, Health Services, has
“considered the revision of the formulary and has identified 1185 drug
compositions for inclusion therein.  Abouf 2000 formulations could be
available from these composﬁmns Tenders for 1261 items have already been

" floated.




3} Procurement of Life Saving Drugs:  These medicines are procured by
the Additional Director {Medical Store Depot) in Delhi and by the concerned
Additional Directors of CGHS for cities outside Delhi. These drugs are mainly -
required for the freatment of serious illness such as Cancer, Hepatitis etc.
Once a patient approaches MSD / AD with a valid prescription of the
Specialist, and the advice of the CMO In-charge of the Wellness Centre, the
drug is procured directly from the manufacturer / distributor at rates already
finalized. In case a new drug has been prescribed, then the process of rate
enquiry from the manufacturers is undertaken and the drugs are provided to
‘the patients directly after purchase.

It is true that in each of the above methods, various brand names of the
same drug .composition have been included. . This has happened probably
because at the relevant time, the items to be procured were identified on the
basis of.brand names rather than on the basis of their drug composition,

- However, it has now been decided that only the item that emerges as L-1 in
the tender floated / to be floated amongst the branded drugs with the same
-chemical compaosition will be procured. Hence, multiple brands of the same
drug composition will not be procured henceforth.

4) Local Purchase: If the required drugs are not obtained through methods
(1) & (2) above, these are purchased by the CMO l/c from the authorised
local chemists. Each dispensary/group of dispensaries has been assigned a
local chemist after following a tender process. Generally a discount of 15% is
offered by these chemists. Purchase through local chemists is also resorted
to when drugs that are to be procured through MSD do not reach the
dispensary in time, due to a variety of reasons. It also becomes necessary
when a new drug has been introduced and is recommended by a Specialist,
which is not yet included in the formulary.

4, This Report is based on Paragraph 8.3 of Report of the CSAG of In.dia for the
year ended March, 2012, Union Government (Civil —Compliance Audit Observations)
No. 19 of 2013 relating to the subject “Frocurement of Allopathic drugs in CGHS".

AV, Audit Review _ :

5. Thé Audit covered scrutiny of procurement of allopathic drugs in CGHS by
-Medical Stores Iflepots (MSDY and CGHS Welliness Centres in Delhi, Ahmedabéd,
“Jaipur, Ghahdigérh,_ Bhopal, Ja_baipuf, ‘Kolkata, Chennai, Thiruvananthapuram,

Hyderabad, Bangalore, Allahabad, Bhubaneswar and Mumbai during 2009-10 to 2011-

12. In Delhi, related records were examined in offices of Medical Store Drgénisaticrn

(MS0), MSD and the Ministry. In cities outside Delhi related records were examined at
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the ‘offices of concérned Joint/Add|, Director CGHS, Central Medical Stores/Medical
Store Depots and at the CGHS Wellness Centres. '

V. Audit Findings

6. ~ Some of the important observations made by Audit are as under:

{i) Audit had noted. that the Committee which prepare the drug formulary,
while identifying the drugs for inclusion in the formulary, opted for
commoniy prescribed brands- of drugs instead of identifying commnniy
presciibed drug composition. Thus, the methodology adopted by the
Committee was predominantly based on the prescription of specific
brands by doctors. The selection of items by adopting the drug
composition approach would have provided many options that would be
cost effeclive, as there were many brands of same drug composition
available in the market at different rates.

() Testcheck of 21 cases in the Branded drug formulary revealed availability
of several low cost brands in the same category of drugs. Audit also noted
‘that even the discounted price of the selected brand was much higher
than. the MRP of other low cost brands available in the market. Audit
compared the prices of these 21 test checked brands with other brands of
identical drugs and found that CGHS Delhi incurred avoidable expenditure
of £9.25 crore during 2011-12 by opting for higher priced brands.

(i} Audit noted that the doctors continued to prescribe drugs outside the
formulary despite the adverse recommendations of the Parliamentary
Committee. As a resulf, drugs valuing ¥ 1119 crore were purchased from
putside the formulary during 2008-12, The fact that 71 per cent of the
expenditure during "2009-12 was spent on drugs outside the formulary
points to drug formulary not being comprehensive enough to cover drugs
for wide-ranging ailments/diseases.

(iv) CGHS procured only 2 to 55 per cent of the generic drugs listed in the
formulary. Furlher, the expenditure on procurement of generic drugs. in
CGHS, Delhi during 2008-12 constifuted a mere 0.19 per cent. Test check
also revealed that 59 drugs- selected for branded drug formulary were

. already listed in the generic formulary, Further, a comparisan of rates of
. 30 branded drugs with rates of generic drugs in "Janaushidhi Scheme
-revealed that an amount of ¥ 11.81 crore could have been saved by
CGHS Delhi during 201112, had genenc drugs been procured instead of
branded drugs. : . :

" Under Janaushichi Scheme Generic drugs which are available at lower prices but ars
equwalent in Potency to the Branded exDenswe drugs are made available to public through
Janaushidhi stores. | :




{v) MSD Delhi is the nodal office which procures drugs for all CGHS Wellness
Centres in Defhi. Procurement rates and concemed suppliers of the drug,
listed in" the approved drug formulary, are finalized by the Ministry.
However, MSD procures these drugs through Hospital Service
Consultancy Corporation (HSCC) instead of procuring them directly from
notified suppliers. MSD paid consultancy charges of 4.5 per cent to HSCC
for this procurement till October 2008 and 2.5 percent thereafter. Audit
noted that HSCC did not add any value to the procurement process and
simply acted as a conduit between the Ministry and the supplier. This is so
because the rates and suppliers had a[ready been flanlised for drugs
procured through- HSCC.

{(vi) During 2009-10 tor 2011-12, 71 percent of the total expenditure was.
incurred on procurement of drugs not listed in the formulary. Further,
CGHS Delhi procured only 19 percent of ifems from within the formufary
whife 81 per cent items were from outside the formulary. In cities outside

" Dethi covered in Audit, CGHS incurred about 50 percent of the total
expenditure on procurement of drugs outside the formulary during 2009-
2.

{vily  Audit nofed that drugs were received in MSD after a delay of two to six
months after communication of the requirement to HSCC. Further, issue of
drugs from MSD toe CGHS Wellness Centres took another three to five
months. In effect the drugs were received in CGHS wellness centres with

- significant delays. The delays in procurement and non-availability of
-formulary drugs at CGHS wellness centres led fo procurement of these
drugs by CGHS centres from local chemists at higher rates Jeading to an
-exfra expenditure of ¥ 3.05 crare.

{vi) In CGHS Kolkata drugs were issued to the patients before receipt of fest
reports, which were later. reported as sub-standard by GMSD. In CGHS
Mumbai, medicines worth T 28.45 lakh received from GMSD during 2009-

- 12 were declared sub-standard. Out of these, medicines. worth ¥ 15.66
- lakh were already issued fo patients. Such instances highlight the absence
‘of a-robust mechanism for quality assurance, which exposes the patlents

- fothe hazards of sub- standard medicines and drugs.

7. A perfﬂrmance Audit of the pmcedure of prncurement of medicines and medical
equipments was sarligr taken up. and the results included in the Audit Report No. 20 of
2007 of the.'C&AG of India. The Audit Repori, mter-afia, had highlighted several
defiéiencies in management of pharmaceufical -pmc‘urément procedures, which -were
“examined by the Public_Accounts Committee. In the light of Aud[t.findings and evidence
tenc_iéred before them, the Public Accounts Committee in their 24™ Report (15" Lok
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Sabha) had examined various shorécamingsf[apses in‘the procedure of procurement of

medicines and medical equipment and the Gommj'ttee_ had accordingly

given their Observations/Recommendations. Some of the | important

(jbéewaﬁonszecommendations with regard to procurement of medicines as made by

~ the Committee in their 24™ Report (15" Lok Sabha) were as under:

(i) Ministry should ufgently bring in the Codified Pufchaae Manual so as to ensure
that the entire procurement process becomes more reliable, accountable and
transparent. '

(i) Steps should be taken by the Ministry to explore the feasibility of doing away with .
the local purchases altogether so that exploitation of the system by certain

- vested Interests is prevented and higher payment towards locally procured
medicines is checked.

(iiiy Mdnitoring mechanism be sfrengthened and exemplary action taken against the
errant doctors, who fake advantage of the helplessness of the patients and
frequently prescribe expensive medicines outside the formulary so that
superfluous local purchase of medicines is avoided.

{iv)Ministry should codify and adépt a defined process for annual updation of
medicine selection and periodical revision of CGHS formularies.

{v) Periodical inspections shoufd be carried out fo ensure that all the CGHS
hospitals/dispensaries mainfain their respective formularies and update them
at regular intervals. . '

(vi) Effective measures need to be taken to make the MSO corruption free as well as
adequately staffed so that the organization is able to gradually shift its focus

_ from pro;qrement to ‘management aspects of medicines and medical
equipments. | '

(vi) Supply and distribution of spuriou.sfadulterated'drugs are deall with iron hand

to wipe out the menace of such drugs.

"8 These recommendatmns were substantlaify accepted by the. Government The_
action taken by the Ministry of Health and Family Welfare on. these recnmmendatmns
are contained in the 84" Report (15" Lok Sabha). Nevertheless, the deficiencies
pointed ouf in the previous Audit Reﬁort s_md.'the recommendations of the PAC were not
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addressed completely. = Shortcomings in the drugs procurement system in CGHS

remainad unrasolved.

9. Therefore, the Public Accounts Committee (2014-15}) further took up the subject
for detailed examination and Repdrt. The representatives of the Ministries. of Health”
and Family We'lfare, Chemicals and Fertilizers {_Departmenfs of Pharmaceuticals and
Petro Chemicals) appeared before the Committee .for tendering evidence on 12"
January 2015 and 8™ April, 2015. Subsequently, the post-evidence replies were also
received from the Ministries/Departments. Based on all these writien and oral
‘deposition by the aforesaid MEnistriesﬁDe;ﬁartments,' the Commitlee examined the
subject in detail and identified certain critical issues which are discussed at length-in the

succeeding paragraphs.

Audit Findihgs

A, Preparation/revision of drug formulary for Branded drugs
- 10, Audit observed that the Ministry of Health and. Family Welfare constituted
{September 2008) a Committee for preparationfrevision of the existing drug formulary for

Branded drugs. The Commiftes d.ecicled to include new items in the formulary by
identifying those drugs which were commanly procured in the CGHS, Delhi during 2008
through lacal purchase. The inclusion of variols drugs was further subject to valid drug
licence, registration of the manufacturing firm with MSO. Consequently, the Committee .
recommended (December 2009) inclusion of 382 more drugs over the existing 350
drugs. Subseﬁuent.ly, a total of 622 drugs were notified in the revised formuiary in
Septerber 2010.

11. The Committee, wﬁilé identifying the drugs for inclusion. in the formulary, opted for
'.commonlg.r prescribed .brands of drugs instead of identifying commonly prescribed drug
| composition. Thus, the methodology adopted by the Commiittee was predominantly

based on the prescription of specific brands by doctors. The selection of items by-
adopting the drug composition approach would have provided many options that would
' ':be cost effective, as th_ére were m;a:'rly,r brands of same :_erg compoaitioﬁ available in the -. |

markét at different rates.
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12, Test check by Audit of 21 cases in the Branded drug fc:nﬁulary revealed
availability of several low cost brands in the same category of drugs. Audit also noted
that even the discounted price of the selected brand was much higher than fhe MRP of
other low cost brands available in the market. Audit compared the prices. of these 21
test checked brands with other brands of identical drugs élnu' found .that CGHS Delhi

_incurred avoidable expenditure of T 9.25 crore during 2011-12 by opting for highér priced
brands {Annexure ).

13. F.urther, on being enquired as to whether the lower cost options of brands in the
same category of 'drugs was avdilable, the Ministry replied "Yes”,

14, When asked about the reasnhs for opting the commoenly prescribed drugs instead
of identifying commonly prescribed drugs composition that would have been more cost
effective, the Ministry of Health and Family Welfare in their written submission stated as
under:
“The formulary for proprietary drugs was finalized in 2008-09. At that time it was
noticed that local chemists were giving 10-12% discount on the MRP, and if was

therefore felt that purchasing the commﬂnly prescribed drugs thrc}ugh MSO
would result | in large savings.

Following issues were considered while preparing the formulary in 2008.

1. Expenditure towards local chemist, which was around 85% |
of the procurement budget. :
2. supply of M30 was not adequate ‘hased on the then

~formulary of MSO.
3. _ To reduce the dependency on local chemist,
4, : To supply all the essential medicines on day zerc.
! : To reduce the total expenditure on procurement.

Based on the above issues and looking at the prescription pattern at that point of

time the formulary-was prepared for both Generic items and Branded items. The

number of items included in the formulary was 818 and 622 for genenc and branded
' _respectwely The idea was to prepare - :

RE Generic fﬁrmuiar\,-' to.include in general the medicines with
“single composition
2. Cover al the commanly prescrlbed drugs through.” a
formulary of branded medicines.
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This pesition is being rectified and it has now been proposed that only the L-1 out of
the tender for branded formulary will be considered and other brands of the same
composition will not be purchased. The proposal is under examination |n the
Ministry.”

15.  Apprising the Committee about the present position with regard to preparing
- branded formulary, the Ministry of Health and Family Weffare in their wriften .note
-sUbmifted as under: '

“The present proprietary {branded) formulary contains different brands having the
same salf. The revised proposal is to have rate contract with L1 brand alone,
where there are more than one brand having same generic composition. Thus Fist
of 622 brands will get reduced to 489, as 258 brands can be grouped into 103
medicines based on their chemical composition. The proposal has been
accepted by the Ministry, Rafe enguiry has already been invited and bids
received have been opened.”

B. Pracurement-of dfuqs hot listed in the formulary

16. An analysis of the expenditure incurred by the Ministry on procurement of
formulary and non-formulary drugs during the years 2009-12 indicated that 71 per cent
of the total expenditure was incurred on procufement of drugs not listed in the formulary.
‘Further, CGHS Delhi procured only 19 per cent of items from wifhin the formulary while
81 por éenr itemns were outside the formulary (Annexure [I). n cities outside Delhi
covered in Audit, CGHS incurred about 50 per cenf of the total expenditure on

procurement of drugs outside the formulary during 2008-12,

17.  The Committee sought to know about the raticnale for introducing the local
_ purchase system and the measures taken fto remove the shf:rrtcomings n present
system of procurement, distribution and inventory management of drugs so that local
purchase of drugs is avoided. In response, the Ministry of Health and Family Welfare, in
thelr written replies stated as follows:

“The need for mtmduclng the local purchase system arises because of the
fﬂlluwmg

1. ' It is not- pcssmie to restrict all prescriptions wntten by
physmjans and specialists to the MSO approved drug formulary because no
formulary can at all times be extensive enough to cover the whole spectrum of
drugs reqwred for treatment of human drseases -
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2. Pharmaceutical research is a consfant process for
introduction of newer and more effective medicines in the market with better
results and lesser side effects. For many diseases, particularly chronic ones like.
Hypertension, Cancer, Heart diseases etc. such drugs are prescribed by doctors.

3. in additicn it needs to be pointed ouf that procurement of
all items in the formulary is always not possible because of various reasons such
as lack of response etc. Consequently such medicines are not supplied to WCs
by M50, necessitating Local Purchase. However, demand for such local
purchase should not be very large. - -

A certain amount of local purchase may become necessary. However, its quantum
can be hrc-ught down mgmf’cant[y

The measures recently taken to improve the system, include the following;

i) ' the formulary has recently been revised to make it
comprehensive, '

i} tenders have been floated for rate contract of more than 1200 items,

iii} computerization both at CGHS. and MSO through web based software has
been completed.

iv) all deliveries of Pilot Project medicines are at CGHS WGs, thereby
minimizing the delivery time."

18.  When the Committee desired to know as to whether the Ministry had made any
analysis of the medicines that they were largely buying from the local chemists and
whether those medicines have been entered info formulary list, the Ministry in their post-
evidence replies submitted as under:

“In August 2014, an analysis was made to identify the medicines which are
commonly lndented through Authorized * Local Chemists (ALCs).  These
medicines were not part of the CGHS formulary, could not therefere be procured
centrally and were being indented through ALCs against individual prescriptions.
Based on the data received from NIC of commaonly indented items for 06 months .
(01/01/2014 to 30/06/2014) frem various Wellness Centres from Delhi f NCR, a
Committee of the CGHS identified the medicines which ‘are indented in large
numbers i.e. 50000 tablets capsules or more during this period. The list of 171
suct medicings was submitted to MSO for inclusion under CGHS formulary. This
has been done in the proposed revised formulary, and these medicines would

now be procured centrally.” '

19. As regﬁrﬁs the steps taken fo refrain the doctors from prescribing drugs outside

the formulary which led to excessive local purchases, the Ministry informed as under:-

"The steps taken by the Ministry generally relate to promaotion of generic drugs in
place of branded drugs. However, it is felt that compliance with following
instructions would also lead to shift to greater prescription of drugs from W|th|n the
formulary. :
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Use of Generic names of drugs: Medical Council of India (MCI) issued guidelines in
this 'regard that every physician should, as far as possihle prescribe drugs with
generic names and he fshe shall ensure that there is a rational prescrlphon and
use of drugs, vide notification dated 11.3.2002.

. Ministry of Health & Family Welfare vide F.No. 39-3/2003-04/CGHS/MSD/RS

Dt.23.7 2009, an the recommendations Of an expert committee and DCGI, decided

~ that:

a.The products manufactured/marketed as food suppiements, cc:émétics and
Ayurvedic preparations prescribed by allopathic doctors will be inadmissible.
b. Supply of vitamins and antioxidants will be restricted to CGHS formulary only,

& Vaccines in general wil be admissible except Hepatitis ‘B, Influenza and

Leprovac far high risk.

After detailed discussions with the specialists of the Dr RML Hospital & Safdarjung
Hospital New Delhi they were advised vide OM. No. 25-1/09-
10CGHS/MSD/CGHS(P) dt. 30.8.2009 to prescribe only those drugs which are
available in the CGHS Wellness Centres, as far as possible, so that immediate .
availability of drugs fo beneficiaries can be ensured. It was also provided that
medicines available in CGHS Wellness Centres and having identical formulations
and/or therapeutic values may be issued to the beneficiaries.

Vide order No. S-11025M45/10-MH-| dt. 26.5.2010 conveyed to all the institutions
under the Ministry- of Health & Family Welfare, it was enjoined that “must provide
only good guality generic medicines. It has therefore, been decided that whenever
any branded drug is prescribed in the above mentioned institutions, it shall
invariably alsc. be mentioned that any other equivalent generic drug could also be

provided”.

Ministry of Health & Family® Welfare has issued guidelines wvide Office
Memo. No. "H-11013/4/2010-DFQC dated 19.5.2011 followed by a circular No.
H-11013/7/2012-CGHS (P} dated 8" February 2013 and No. S-11011/16/2012-
CGHS(P) dated 8.4.2015 emphasizing the need of prescribing generic drugs. In
" this regard it was reiterated that all specialists/Dottors working in CGHS were
directed to ensure that genetic drugs are prescribed  to the maximum -extent
possible with a view fo make medical freatment cost effective and affordable.”

' .ﬂ.pprisfng the Committee about the action initiated against those doctors who are

frequently prescrlbmg EXpENSIVE, branded medmlnes matead of low cost yet equally

effective drugs, the Mmlstry informed that a prescription audit was cﬂnducted in one of -

the Wellness Centres in the last week of August and show cause notices were issued {o
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two doctors deputed as Medical Specialists, to explain as to why they prescribed
medicines.out of CGHS formulary. While the case is under process, one of the doctors

has resigned. Their deputation as Medical Specialist, was also withdrawn.,

21. As'regards_the Keeping an eye on the doctors who prescribe branded drugs, the
representative of the Ministry of Health and Family Welfare during his deposition hefore
the Committee on 12" Jan uary, 2015 stated that: '

“As far as the Government doctors are concerned, the CGHS, Delhi now has
- been computerized and we are able to identify as to which doctor has prescribed
which medicine. This has been done only recanily.”
22.  Further, as far as private doctors are concerned, DGHS deposed during evidence
on 12.01.2015 as under: '

“Whole of the Private hospitals are unregulated and for that purpose only the
Government of India brought the Clinical Establishment Act, but that Act iz not
adopied hyf many of the States We are not able to take action against them or
de- recog nize them.”
23.  In‘order to keep check on the prescription pattern of doctors which lead to
unnecessary local purchase of medicing, the Committee in Para § of the 24" Repart of
PAC (15" Lok Sabha) had recommended that the monitoting mechanism be
strengthened and exemplary action taken against the errant doctors, who take
advantage of the helplessness of the patients and frequently prescribe expensive
medicines outside the formulary, so that supedlucus local purchase of medicines is
avoided.

24, While not accepting the Action taken by the M_iﬁ'rstry of Health and Family Welfare
on the abovesaid recommendation, the Committee in Para 12 of their 84" Report (15"
" Lok Sabha) had further recommended the Ministry to evolve a transpérent and effective
mechanism enabling the aggrieved patients 1o lodge their rjomplainfs against the errant
Doctors withouf fear or pressuré so that more instances of rﬁa!practiée's ‘are detected
and large scale purchase of medicines outside the formulary is avoided.  Further,
. explanation may he ohtained from these CGHS doctors who make prescriptions which

are regularly at variance.
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25.  Audit apalysed the approved rates of dmgs listed in the formulary and found that
during 2011-12 the Ministry was able to obtain discounts in the range of 12 to 50 per
cent on the Maximum Retail Price (MRP) of these drugs. In comparison, CGHS was
able to obtain discounts in the range of 10 per cent to 30 per cent for drugs oufside the
farmulary. Thus the drugs listed in the fermulary are substaniially cheaper. Hclﬁ.rurever,
Audit is unabie to quantify the exact financial implication on this aceount as rates of nan-

formulary drugs are not maintained and therefore aré net available for ccrmparison.

26,  Specifying the reasons for CGHS for lagging behind the I'uf||1‘1|str§,.ur i nbtammg the
high discount range from suppliers, the Mlmlstry stated as under;

‘(i Ministry purchases drugs from the Manufacturer/lmporter in bulk guantity
through open tender through Medical Storé Organization whereas CGHS
procures drugs nof available in the Wellness Cenfre/Outside the formulary on a
-day to day basis.

(i Percentages of discounts on drugs procured from Authorised Local
Chemists are based on percent of discounts offered by chemists in the tender,
These discounts are based an offer from ALCs and only L1 Quotation is selected
as per Government guidsfines,

(i)  The discounts offered on bulk procurement by Ministry are different as

gompared to drugs procured from Local Chemists on the following grounds:

" {a} There is marked difference in guantity pmcured at the Ministry and Local

Chamist level. (b)The. delivery is at single point in case of Mrmatry and in one go

while Local Chemist has to provide medicine on daily basis in 90 odd Wellness

Centres in-small quantity increasing logistic cost. (¢) Ministry purchases from the
Manufacturerfimporter while Local Chemists fixed by CGHS are retailers.”

27.  While taking info consideration large scale pmt:urei‘nent of medicines through

local purchase, the Public Accounts Committee in their 24™ Report (15" Lok Sabha) had

-recommended that steps be taken by the Ministry accordingty to explore the feasibility of

doing away with the local purchases altogether so that exploitation of the system by -

. certain vested inferests is prevented and higher payment towards |ocally procured -

medicines is checked.

28. " In their Action Taken Note, the ‘Ministry of Health and Family Welfare stated as

uncer:

-
[
.
e
kS
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“In the period prior fo the computerisation of the functioning of the CGHS there

was no data base regarding procurement of medicines by the CGHS through

local purchase. After the computerisation of the functioning of CGHS, it was
possible for the CGHS to monitor the -prescriptions made by Government

_specialists, as a result of which 272 drugs which were not in the formulary. of
.CGHS, but were being commonly prescribed by specialisis were identified.

CGHS has been able to procure such medicines directly from
manufacturers/suppliers at more competitive rates. All Chief Medical Officers in
charge of the dispensarias have“‘beér_] authorised to place indents directly on the
manufacturers/suppliers on a periodic basis based on the need. This
arrangement has resulted in beneficiaries getting upto 90% of their requirement
of medicines on the same day. The project, which was aftempled as a pilot
project in 10 dispensaries, in Delhi, as a result of positive response received, was
extended initially to all dispensaries in Delhi and then subsequently to other
CGHS cities. With the expanded coverage of scheme, the proportion of local
purchase is expected to come down further. Given the need to make medicines
available to beneficiaries without delay and taking note of existing prescription

~ practices and newer medicines being introduced from time to time, it is not

possible to entirely do away with local purchase, though further effort is being
made to further reduce local purchases.”

Non-finalization of procurement rates of drugs listed in the formulary

One of the most important factors for timely supply of drugs of good quality is the

speedy finalisation of the procurement rates of the drugs listed in the formulary by the

mMinistry. Audit noted that the rates of large number of drugs, particularly during 2009-10

and 2010-11, were not finaiised by t_he Ministry. The details are given below:

Formulary | Year

_ Percentage of |-
Drug for drugs of

which rates | which rate

not finalised | had not been

Total nes. | Drug for
.of.drug which
listed in rates
formulary | finalized

finalised
Branded 2009-10 504 © 350 154 | - 30.56
drugs _ o
' 2[]’1(111 504 - 339 _ 165 3274

2011-12 622 - BB2 30 ' 4_82
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30.  The reasons for non-finalisation of rates of various drugs were attributed to items
being de-registered by the Drug Confroller, rates of drugs not being negotiable, firms
| having changed drug'c_c:mposiﬁan to byﬁ:ass National Phaimaceuticals Pricing Aﬂthoiﬁy
(NPPAY, the firm riof being the manufacturer of the quoted. item, etc. Thus non
availability of rates of drugs within the f::rr.rhulary is likely to lead to procurernent of drugs

sutside the formulary which in turmn would lead to extra expenditure.

31.  While observing that one of the reasons for non-finalisation of rates of various
drugs is items being de-registered by the Drug Controlier, the Committee wanted to
know the reasons thereof. .In response, the Ministry stated as under:

“It is submitted that the drugs are not de-registered by the Drug Gontroller as
pointed out in the Audit Note, rather the manufacturing firms are de-registered by
the MSO, based on the stipulated guidelines. Drugs when procured, are {ested
from fwo Government approved Labs, before they are distributed to CGHS. If the
drugs are declared not of standard quality by these two labs then the sample is
sent to Central Drug Laboratory (CDL). If drug is declared not of standard quality
by CDL then the drug is de-registered for further procurement.”

32. Furher, when asked as to why the rates of drugs were naot negotiable, the
Ministry in their written replies submitted as under:

“Issue of non finalization of rates

~ §l. | Type of formulary | Number of drugs in | Number of drugs for |
No. ' formulary which rate approved
1. Generic . : 818 218
2. Proprietary or : 622 : h3iz2
| Branded -

The reascns forless number of drugs for which rates were approved are:

1. Paucity of valid bidders in tender for generic groups.

.2. Therateofa firmfcompany which had been dereglstered cannot be GUI‘IE!dEI‘Ed in
subseguent years. :

3. It is seen that some compamea stnp manufactunng drug of partlcular hrands.

I Mational Pharmaceuticals Pricing Authonty_r {NPPA) is an independent bady of experts and is
responsible for implementing the drug price control order (DPCO). DPCO is an ofder issue by
the Governmerit for fixing the-prices of same essential bulk drugs and their formulations.
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4. It has also been seen that the requirement under CGHS for some drugs is so
small that companies are not interested in finalizing the rate contract for those
brands.”

33. "Upon noticing that the Ministry of Chemicals and Fertilizers (Dfo
Phérmacefjtlcals} has been assigned the role of fixing rate on certain drugs, the
Committee desired to know the reasons thereof, number of drugs for which they have
been fixing the rates and why this role was not assigned to the Ministry of Health and
Family Welfare being the nodal Ministry for healthcare. In response the Minis‘try of
Chemicals and Fertilizers (Dfé Pharmaceuticals} stated as follows:

“As per'the business allocation the prices of medicines are controlled/monitorad
by the Department of Pharmaceuticals through National Pharmaceutical Pricing
Authority (NPPA). The Government notified Drugs Prices Contral Order (DPCO),

2013 vide which all the medicines specified in the National List of Essential -

Medicines 2011 (NLEM} have been brought under price control. There are 614
formulations specified in the first schedule of DPCO, 2013 covering 27
therapeutic groups including medicines used in the treatment of cancer, Heart
and Kidney. Further, it may be mentioned that while healthcare is under the
domain of Ministry of Health and Family Welfare, making available essential

‘medicines at affordable prices is under punview of Deparfment of

‘Pharmaceuticals™

34,  Apprising the Committee about the existing mechanism to fix rates of drugs and
coordination mechanism with. Ministry of Health and Family Welfare, the Ministry of
Chemicals and Fertilizers .(Depaﬂment of Pharmaceuticals) in their written replies stated
as follows: | '

*Under DRCO 2013, prices are fixed based on market data. Mational List of
Essential Medicines (NLEM), 2011, published by Ministry of Health and Family
Welfare and included in the 1% Schedule of DPCO 2013, forms the basis for
fixation of ¢eiling prices. For calculation of ceiling prices, all brands and generic
version of the medicines having market share of more than or equal fo 1 percent
of the fofal market furnover is taken into account. The prices are fixed by NPPA
in its Authority meetings which infer-afia has an ex-officic Member from~the
Ministry of Health and Family Welfare. - This Department also coordinates with
Ministry of Health and Family Welfare for revisionfupdation of the NLEM.
Whenever required, technical input is also taken from_ Ministry of Health & Family
Welfare.” :

{b]' ~ Inadequate and incomplete drug formulary

35.  Audit pointed ouf the doctors continued to prescribe drugs outside the formulary -

despite the adverse comments of the Parliamentary Committee. Drugs valuing ¥ 1119 -

B
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“crore were purchased from outside the formulany during 2008-12. The fact that 71 per

cent of the expenditure during 2009-12 was incurred on drugs outside the formulary

points to drug formulary not being comprehensive enocugh to cover .drugs for xn.:ride-

rahging ailmenis/diseases.

36.

Explaining about the reasons for prescribing drugs outside the formulary despite

adverse remarks of PAC, the Ministry of Health and Family Welfare in their written

replies stated that

37.

"Medical science is an evolving scientific field. Newer drugsfcombinations/brands
are added frequently for the treatment of allments and older brandsfdrugs
become out dated. Newer drugs are superior to the available drugs in one or the
other aspects ike lesser side effects, better efficacy, requirement of lesser
number of dosage per day, shorter duration of treatment etc. in a large number
of cases the patients are either referred to the Specialist or consult the Specialist
directly for advice. Often, it has been observed that the Specialists of the -
Central/State/Private Recognized Hospitals prescribe medicines which are not
included in the existing CGHS formulary. tt becomes difficult for the GDMOs of

the Wellness Cenfres to overrule the decision of the Specialists due to ethical

and adminisfrative reasons. This is the major cause of increase of expenditure
through local chemist.” ' .

When asked as to whether the present formulary fs. comprehensive enough to

cover drugs for wide r'anging' ailments, the Ministry replied that :

38.

*Present formulary is not comprehensive enough to cover drugs for wide ranging
ailments in view of development of new pharmaceutical products in the world., A
Committee under the Chairmanship of DGHS is reviewing the generic formutary.

In fact, during a recent meeting of the above Commitlee, it was seen that there
are 397 generic drugs which are generally used in the Wellness Centres, but are

not mcruded in the present formulary.”

In response to otherfelated query, the Ministry of Health & Fam[lyr Welfare in their

written submission stated as under

“The CGHS formulary is quite broad, but it cannot be said that 'it is fully

“comprehensive in view of the constant evolution of new drug formulations

required fo treat disease. The recent one prepared at the level of DGHS will make

the formulary more comprehensive. However, “there will always be some

individual beneficiaries requiring medicines, which are not part of the formulary
since new medicines get added rapidly. In addition it needs to be pointed out that
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actual procurement of all items in the formulary is always not possible because of
various reasons such as lack of response, etc., cansequently such medicines are
not supplied {o WCs by M3Q, necessitaling Incal purchase. However, demand for
such |ocal purchase should not be very large.”

Apprising the Committee about the process adopted by the Ministry for periodical -

updating of formulary list and when the last revision of formulary fist was uhdertal{eﬁ. the

Ministry in their written replies stated as under:

40.

“Updating the formulary is generally carried out by a Committee specially
constifuted for this purpose. The Committee comprises Specialists from different
flalds as well as representatives of DCG{!) and CGHS. It considers the existing
formularies and recommends inclusion / deletion of items based on recent
advances in medical field, and also the experience of specialists. The last
revision of the generic formulary was done in June 2013 by a Commitiee headed
by Addl. Secretary & DG, CGHS. Its revision has been proposed by a Committee
headed by the DGHS. This formulary is approved at the level of Secretary. The
formuiary for Branded drugs was finalized by a Committee headed by a Joint
Secrefary in the Ministry. The final approval was given by the HFM in September
2010, It was inadvertently, through a typographical mistake, mentionzd in the
reply dafed the 27" February 2015 that the Branded formulary was finalized in
2008-09. Actually the process was begun In this year and as mentioned above
(and -alsoc In the Audit Note of May 2013 iself) the approval was gwen in
September 2010, This errer is deeply regretied.”

On being enquired as fo whether any definite time frame has been fixed for

regular revision of formulary list, the Ministry siated as under:-

41.

"There are no specific instructions on this issue. The generic formulary was
however revised in 2008, then in 2011 and again in 2013. Further revision has
now been done. The branded formulary was last revised in 2010."

When the Committee sought to know about the_eﬁctsting mechanism of inspection -

in the Ministry' so as to ensure that -all the CGHS Wellness Centres maintain their

formularies and update them at regular intervals for identifying purchasing essential

i

'drugs, the Ministry of Health and Family Welfare sutbmitied as follows:-

The broad mechanism for identifying drugs' for purchase is as follows:-°

MSCO procures medicines centrafly'frcm the drugs included in the formulary

- hased on the indents received from CGHS. Addl. Diractors of Cities compile the

requirements from CGHS Wellness Centres for provisioning of medicines and
place online indents to MS0O. MS0O arranges for delivery 'of medicines in twu
installments in a year.
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il  The indents for pilot project medicines are calculated through MNIC seftware and
indents are placed to suppliers based on the cnnaumpt‘mn pattern and the
mventorf available,

i) Life saving medicines are procured on case to case basis by
Addl.Director, CGHS({MSD) in Delhi and by Addl. Director of cnncerned city in
other cities.

v} . Progcurement thmugh. Authorized Local Chemist is done I;::nj,.f CMO ifc of CGHS
Wellness Centre and med[c[nes are procured against indiuidual prescripfions.

100% Stock verification of CGHS Wellness Centres Is done anm.lre«ll‘;.»r and the
1r*1~.fer|t+::uryr of medlclnes is also verified.”

42, Inresponse to a query tegarding by what time the complete drug formulary would
be made, Direcfor General of Health Services in his deposition ‘before the Public
Accounts Committee on 12" January, 2015 stated as under:-

“In another three months we will be getting the complete formulary made and
tender done.”

43, He further stated that “now we have made it that it should be locked after every
three months.”
44,  Upon noficing that no defined process has been adopied by the Ministry fo
update the medicine selections, the Commitiee in Para 6 of their 24" Report (15™ Lok
Sabha) had urged upén the Ministry to codify and adopt a defined process for annual
updatich of the medicine selection and periodical revision of the CGHS formularies so as
to ensure that the intended purpose of economical and efficient procurement of
medictnes is well served and the Emerg[ng therapeutic oplicns and needs are

appropriately catered to.

45, In_ response therato, the Mini'stry in their Action Taken Note stated as follows:

“The Ministry is reviewing/updating the formularies periodically. Current formulary
for Proprietary drugs is approved for one year. To revise the propristary drug

formulary a commitiee has been constituted on 19.12.2011. The validity of the

current proprietary formulary is extepded upte 23122012, The Generic

formulary was revised on 23.05.2011 and is valid for three years. All efforts were

taken to complete the exercise of updating the formulary in time. However, in

case some time gap was there in updating the current formulary, it was extended

with the approval of the competent authority at existing rate contracts. Hence, the-
procuremant made by the Ministry was always economical and efficient.”
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46.  While commenting on the above said Action Taken Notes the Committee had in
their 84™ Report (15" Lok Sabha) had desired that a defined process and definite time-

frame be prescribed for mandatory annual updation of the medicines.

G, Procurement of Generic-drugs

a} Generic and Branded Drugs

4.?. A Generic drug is defined as any drug marketed under its chemical name without .
advertising: therefore Generic drugs are listed as’the name of the constituent drug only
e.g.. Faracetamoi. A'Eranded'drug on the other hand is a drug /medication sold by a
- pharmacemical company under a trademark-protected name, e.g. Crocin, Metacin, efc.

—these are tabiéts of Paracetamol sold under proprietary names.

48.  Audit further noted that many drugs are available in both Generic and Eranded
version. Generic drugs are substantially cheaher than the Branded version. The
Minister of Heaith and Family Welfare while approving -{September 2010} the revised
formulary of Branded drugs, expressed serious concern on prescribing of Branded drugs
by doctors instead of Generic versions and directed for a complete shift towards
Generic drugs, within one year, both in prescriptions and supplies. In order to promote
Genetic drugs the Ministry, in May 2011, revised its Generic drug formutary from 818 to
1128 drugs. |

49.  As generic and non-branded drugs are effecfive enough and cheaper than the
branded drugs, the Committee wanted to know as to what steps have been taken by the
hinistry to instill faith in the doc:toréfpatients in the eﬁiéacy of those drﬂgs. In their reply,
the Ministry of Health and Family Welfare responded as under:- _
"The Ministry has consistently held that generic drugs, of good qulality, are as
effective as branded drugs. The following steps have been taken in this regard:

1. After detailed discussions with the specialists of the Dr RML Hospital & Safdarjung
Hospital, New Delhi, O.M. No. 25-1/09-10/CGHS/MSDICGHS(P) dt. 30.9.2009
was issued with the following directions/advice: S

a. Specialists of these hr:rs]:utals were advized to p'r'escnbe only those drigs
which were available in the CGHS Weliness Centres, as far as possible, so
that immediate availability of drugs to beneficiaries can be ensured.
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b. Medicines available in CGHS Wellness Centres and having identical
formulations and/or therapeutic valués may be issued to the beneficiaries.

¢. It is for information of the CGHS beneficiaries that proprietary foranded drugs
manufactured by different manufacturers and having same generic
composition have same therapeutic effect.

The order No. §-11025/45/10-MH-| dt. 26.5.2010 conveyed to all the institutions
under the Ministry of Health & Family Welfare, stipulated that they "must provide
only good guality generic medicines. it has therefore, been decided that whenever
any branded drug is prescribed in the above mentioned institutions, it shall
invariably also be mentioned that any other equivalent generic drug-could also be
provided. '

Director, CGHS has also issued instructions in this regard to

Addl.Director(HQ} AddlL.DDG (HQ) and Addl.Director{(MSD) to analyze and take
necessary steps for better utilization of generic drugs.” :

As the Minister of Health and Family Welfare in September, 2010 had directed

for a complete shift towards Generic drugs, within one year, both in prescriptions and

supply, the Committee desired to know about the action taken by the Ministry in this

regard. In response, the Ministry submitted as under:

21,

“It is felt that a cnmp]ete shift towards generics in prescriptions is not possible
presently. More complex medicines, involving more than 3 ingredients, are now
being developed and are giving good results in the fight against disease. Such
drugs are almost always proprietary in nature. It would be unfair to deny patients
the benefits of new advances in medical science by insisting on an absoclute
reliance on generic drugs. It is nevertheless carrect that there should be a
greater reliance on generic drugs.”

Audit further noted that many drugs are available in both Generic and Branded

version. Generic drugs. are substantially cheaper than the Branded version, The

following example would illustrate the point:




‘Nimesulide : . Mimulid | Panacea B

Biotech
Mise Dir. Reddy Lab 32.00
Amikacin 100mg2mi vial 2mil E.25 Zyoin Zydus Cadila 19,50
vial .
“Amexel MNicholas - 15.10
Firamal

Source (www. janaushidhi.gov.in

. * The Minister of Health and Family Welfare while approving {September 2010} the
- revised formulary of Branded drugs, expressed serious concern on
prescribing of Branded drugs by doctors instead of Generic versions and
directed for a complete shift towards Generic drugs, within one year, both in
prescriptions and supplies. In order to promote Generic drugs the Ministry, in

May 2011, revised its Generic drug formulary from 818 to 1128 drugs.

Il. Auclit further noted that the Ministry did not finalise procurement rates ;:f most of
the drugs lsted in the Generic formulany as detailed below:

2010-11 818 127 69 8447

Ill. The reason fcrr non-finalisation of the rates of Generic drugs was mainly
atfributed to poor response from the drug manufacturers.

IV, As a result, CGHS procured only 2 1o 55 per cenf of the Generic drugs Ilsted in
the 1fr::vi‘r"nular§,,»r as detailed in the Table below:
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Further, the éxpenditure on prﬂﬁuremént of Generic drugs in CGHS, Delhi during 2008-
12 constituted a mere 0.19 per cent.

52. it is seen from above that the percentage of generic drugs procured in Delhi was
only 2 to 5 percent and in Bhubaneswar around 5 to 7 percent during 2009 to 2012,
Further in major cities like Ahmedabad, Kolkata, Chennai and Mumbai graph of
percentage of generic drugs procured has drastically come down from nearly 50 percent
during 2009-10 fo below 10 percent in 2011-12. While specifying the reasons thereof,
the Ministry of Health and Family Welfare in theirswritten replies stated as under:

“Drugs procured in butk after provisioning depend on the availability of drugs for
~which rates have been approved. As per records, procurement of medicines in
- 2013-14, through GMSDs was based on the previous formulary containing — 818

generic and 622 Proprietary Medicines. Out of these, rates were approved for
-218 generic and 532 Proprietary Medicines. The approved rates of 89 generic |

medicines are through 89 PSU companies, and the rest 118 are through other
companias. One of the main reasons for less procurement of generic drugs by
'CGHS was that rates were approved by MSO for anly 25 percent of the generic
drug. formulary and also many of the drugs listed in the generic formulary were
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only for hospital use and not required in the Wellness Cenfres. Also MSO could
not supply many of the drugs that were indented by CGHS.”
53.  Further, with regard to the corrective measures taken by the Minis’_ﬁﬁr to increaée
the procurement of generic drugs by CGHS, the Ministry of Health and Family Welfare
informed as under: ' '

“A committee .under the Chairmanship of DGHS has been constitufed to revise
the generic formularny of 1447, The Commlttee in its meeting held on 19.01.2015
. has decided as follows:-

(a) All the drugs, which are presently being prucured thruugh
local mdent are to be included in the generic formulary. :

{b) ' MSO to take up tendering process for finalization of rafe-
contract of drugs. Priority in tendering Is to be given to drugs which are presently
being procured through local indent.

The open bid has already been invited in generic form for 27 most commaenly
prescribed compositions & technical bid will be opened on 18.02.2015. The open
tender process for over 500 ofher drugs has already been inttiated, and tender
will be floated in the next few weeks

54.  The details indicating the current status of percentage of drugs procured from |
generic drugs list as submitted by the Ministry of Health and Family Welfare are given as
under: '
“Pracurement of medicines in 201 314, through GMSDs was based on the
previous formulary containing — 818 generic and 622 Proprietary Medicines. Out
of these, rates were approved for 218 generic and 532 Proprietary Medicines.
The approved rates of 99 géneric medicines are through 89 PSU compantes, and
the rest 119 are through cther companies.”
55..  Test check also revealed that 59~dru§s selected for Branded dfug formulary were
already listed in the Generic formulary {Annexure Hl). Further, a comparison of raies of

30 Branded drugs with fates of Generic dru’gs in Janaushidhi scheme revealed that an

amount of T 11.81 crore could have been saved b\_.r CGHS Delhi during 2[}11-’12 had B

Generic drugs been procured instead of Branded drugs {Annexure V).

56..- When asked by -the Committee- as te whether the Ministry have explored the
_possibility of nexus between doctors and phér_’rﬁa companhies to refrain the doctors from

_ preseribing generic drugs and whether it is a fact that even .fnreign trips are sponsored
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Ey the pharma cdmpanies as a quid prq—qut:-, the Ministry of Health and Family Welfare

in their post-evidence information submitted as follows:

57.

“T'wo cases have come 1o the nofice of CGHS.

A complamt Was recewed agamst the then Addl. Dil’ECtDI’ CGHS, Patna. The
matfer is under invesfigation and the CBI is conducting a Preliminary Enquiry

(PE). In the meantime, the then Addl. Director, CGHS (Patna) has been relieved

of his charge. Another complaint has been received against Addl. Director,

_ CGHS, Thiruvananthapuram and the matter is under examination. The Deptt. of

Pharmaceuticals issued Uniform Code of Conduet for Pharma Companies for
voluntary compliance for a period of 6 months vide OM No 5!3!2[}[]9 PP
(Vollil) dated the 12™ December, 2014." -

The Committee then asked the Ministry about the measures initiated by them to

break the nexus between pharmaceutical companies and doctors. In response the .

Secretary, Department of Pharmaceuticals informed the Commitiee as under:

58.
drugs, the Secretary,' Eﬁepaﬂment of Pharmaceuficals during evidence stated as__undér:

"Frcrﬁ- January, 2015, the Depariment of Pharmaceuticals Has sent new

- guidelines to all the pharmaceutical comparies that they shoutd follow this

uniform code of conduct for pharmaceutical companies to break this nexus
between pharmaceutical companies and doctors. They are barred from
conducting many training programmes, sponsoring doctors to foreign tolrs and
giving them costly gifts and all other things. But this particular Code is to be
adopted voluntarily by all these companies. The MD has to give the statement
saying that we are following this particular Codé and we are not giving costly gifts
and all that to doctors. That they have to give every year. This is for the initial six
manths' period. For the first six months' period, we will see how this particular
system works ‘voluntarily code'. After six months, we will review this scheme and
we will see that this is statutorily met for followings in the country. This is whai we
have done. Medical Council has aiso given separate guidelines to all the
doctors. So we are working in close coordination. We are having a mesting very
shortly with MCI to see that both these regulations — regulations given by
pharmaceutical compames and MCI — got together to see that there is very gooed
“limpact in the society.”

Apprising the Committee about the steps taken by the Ministry to promote generic

~ “All our past efforts to promote generic drugs in a big way did not give that much
yield. Today, we are working on our revised programme to see that for six
theérapeutic segments we want to give 500 generic drugs to all our public. Firstof
all; we want'to introduce this achetne even in ten différent States from June. The
flrst sctheme failed fo a great extent because we never approached the doctors fa -
prescribe the generic drugs. That big. flaw was there. Now, we want to see that
doctors are approached, trained and informed about the advantage. of having




N

26

generic drugs. Thaf is one important strafegy that we want to take. Secondly, we
want to educate the patients and cormmon public about the advantages of taking
generic drugs. These two strategies were missing to a great extent in the first
phase programme that we had earlier. Now, with these changes, we are very
cenfident that we will be able to complete the entire country with farr gushadhi
drugs in a very big vay.” _

§9.  In this regard, Secrefary, Ministry of Health and Family Welfare also informed the

Committes during evidence that “as far as prescripfion of generic drugs is concerned,

that proposal is also under consideration that doctors can only prescribe the generic

medicines.

b) Delays in procurement of drugs listed in formutary

60. Hospital Service Consultancy Corporation (HSCGY places the supply orders on

vendors at rates already finalized by the Ministry. HSCC provides 60 days to the
su.ppliers for making drugs ready for inspection and testing. Audit noted that drugs were
received In MSD aftér a delay of two to six months after communication of the
requirement to HSCC. Further, issue of drugs from MSD to CGHS Wellness Centres
took another three to five months {Annexure V}. In effect the drugs were réceived in
CGHS Wellness Centres with significant delays. Similarly in CGHS Chennai, Jaipur,
Kolkata, Chandigarh, Thiruvananthapurarﬁ. Hyderabad and B.'huban'eéwar, drugs weré
received from respective M3Ds after a delay of two fo ten months from placing the
orders. In CGHS Hyderabad, Thiruvananthapurarﬁ, Chandigarh, Mumbai and
Bhubaneswar there was a short supply/non-supply up to &5 per cenf of drugs indented
1o the GMSD during 2009-10 to 2011-12.

The delays in procurement and non-availability of formulary-drugs at CGHS
Wellness Centres led to procurement of these drugs by CGHS cenfres from local
chemists at higher ratés 8ading to an extra expenditure of ¥ 3.05 crore as defailed
below: ' '

P
=
e
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61. ©On bemg asked about the steps taken by the Ministry of Health and Family
Welfare to obviate the- delays fn procurement as well as non-availabi Ilty' of ft::-rn"rularﬁ,ur
drugs at CGHS Wellness Centres, the Ministry stated as under:

{a} “To obviate the delay in procuretnent of drugs, the procurernent of drugs
for CGHS Delhi has beean given to MSO from HSCC.

(b) 272 drugs are being procured directly from manufacturer (at the rates finalized

by MSO) by CMOs In-Charge of CGHS Wellness Centres on monthly
requirement basis through NIC developed software. These drugs are  being
directly supplied to the Wellness Centres.

(c) Generic formulary is being revised by a Committes under the Chairmanship of
DGHS and tender is being floated by MSO for fmallzat:on of rate coniract of -
generic drugs shortly

62. The Committee also desired to know about the reasons for procuring drugs
through HSCC instead of MS0. In respcmse; the Ministry submitted as under:

“Mfs HSCC is public sector undertaking of Ministry of Health and Family Welfare
and has been set up specifically to provide consultancy services in the health
sector.  Belng a speciglized organization, they were assigned the task of
procurement of drugs for the CGHS in Delhi in the year 2003. At that time there.
were certain complaints. regarding the functioning of MSO also, '

MSO is now capable of procuring drugs and has been entrusted with the same.

It may be noted that GMSD has supplied around 78% of generic and 94% of

Froprietary Medlcmes mdented b‘_sr the different indentors agalnst the. mdent of
203 14“ :
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B3, When enguired about the reasons for giving back the procurement of drugs for
CGHS to MSO from HSCC and when such decision was taken | the Ministry replied as

“under;

“Procurement of drugs for CGHS, Delhi was gwen back to MSO from 2014 -
onwards due to the following reasons:

i} Delay in payment to suppliers by HSCC

ii]  Consultation fee being paid to HSCC

iy Imposition of additional terms-and conditions by HSGG due to which
" suppliers were reluctant to guote. '

iv) Inspection & testing of drugs procured through MSO is carried out after
the consignments are received at the GMSDs, whereas in case-of HSCC.
inspection and testing were done at the manufacturersfsuppliers’ site
since HSCC did not have storage space. It could not therefore be ensured
that the supplier was supplying the same stocks which had been
inspected and tested. Therefore, quality check in case of HSCC was not
fool proof.”

64, Asked to state as to when the Ministry was not satisfied with the functioning of

HSCC, why the services of the same were not terminated earlier, the Ministry did not

reply satisfactorily.

65,  When asked as to why 'the procurement of medicines through M30 instead of
HSCC was made applicable only for CGHS Delhi and what is the present position in
regard to other CGHS centres, the Ministry of Health and Family Welfare replied as
-under: | |

“At that time, it was felt that since M50 had a distribution network outside Delhi
also they would be in a better position to take up supplies fo CGHS units cutside
Delhi, whereas HSCC could be made responsible for supply to CGHS units in
Dethi. A decision t:::- this eﬁ‘eet was taken on 1.3.2003 under the Chairmanship of
HFM."

D.  Avoidable Expenditure of ¥13.52 crore in procurement of formulary drugs
in Delhi through HSCC

- B6. In terms of Rule 165 of General Financial Rules and Fara 1.2.1 of Manual of
Policies and Procedure of Employment Df.CDHSU]taﬁtB issued by Minisfry of Finance; the
cansultants may be employed in the condition of absence of required eipertise in—house

and when it is felt absolutely essential. MSD Delhi is the nodal office which procures
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drugs for all CGHS wellness centres in Delhi. Procurement rates and concerned
suppliers of the drug, listed.in the approved drug formulary, are finalized by the Ministry.
However, MSD procures these drugs through HSCC instead of procuring them directly
from notified suppliers. MSD paid cﬁ:nsultaricy charges of 4.5 per cent to HSCC for this
procurement till October 2008 and 2.5 per cent thereafter. Audit noted that HSCC did not
add any value to the procurement process and simply acted as a conduit hetw_eén the
Ministry and the supplier. This is so because the rates and suppliers had already been |
finalised for drugs procured through HSCC. Thus, MSD Delhi incurred avoidable extra
expenditure of ¥ 13.52 crore on consultancy charges paid fo the HSCC during 2002-03
to 2010-11.

67. Upon asl_cing as to whether the Ministry had initiated any measures to procure the
drugs directly from the suppliers at any fime for economizing the cost of procurement,
the Ministry of Health and Family Welfare in their written submission stated as under:

“There are four avenues for procurement of drugs in CGHS:

1. Procurement through GMSD:'Demand is uploaded by' CGHS to

GMSD, based on the formulary of MSQ and CGHS and supply is made by
GMS3D. _ _ : _ .
2. ' Procurement through Pilot Project for 272 most commmaonly branded

items from the manufacturer directly by CGHS: Rates of these drugs were
negotiated and since then these items are being procured by different CGHS
Weliness Centres on monthly basis through NIC developed programme.
Demand is auto generated by the system based on last four months
consumption. -

-3 Procurement thrcrugh Lacal Chemists: Those items which are not
included in either MSO list 6r in the Pilot Project or have been exhausted at the
Weliness Centre level are being procured through Local Chemists.

4, Purchase of costly medicines: Procured through MSD CGHS on

case to case hams .

All drugs included in the generic & proprietary formularies are being procured
direcly from manufactures after finalizing the rate-contract: Far further economizing
the cost of procurement, 272 d rugs are being - procured directly from the
manufacturer by CMOs l/c of CGHS Wellness Centres on manthly reqwrement basis
thruugh N[G developed pmgramrﬂa

aa
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E. Pilot Project to Streamline procurement of druqs

68. CGHS proposed |[Jar'|u5!ryr 2007) to implement a F‘llot Pm]ect to streamline
-procurement of drugs in CGHS. The project envisaged assessment of mr::nthla,rr
éonsumptiﬂn of drugs at.CGHS cent.res; Requiremen{s, thus assessed, were to be
intimated to the suppl_ier at the end Df.mcnth. The drugs were 1o be delivered at the
beginning of each month directly to the CGHS Wellness Cenfre by the supplier. This
projédt was supposed to eliminate delays in supply of drugs present in the prevailing
~ central procurement syétem thro.ugh HSCC in Delhi and through GMSDs in- cilies
outside Delhi. Audit, however, noted that contrary to the proposal, which envisaged
procurement of both formulary and non-formulary drugs, the appmvéd list under piiot
project contained only non-formulary drugs. It included 235 drugs that were stated to be
commonly prescribed drugs purchased locally in CGHS. The project was extended to all
the CGHS centres by September Eﬁﬂﬂ. Later the list of drugs in the piiot project was
revised to 272 drugs and were included in the Branded formulary of the Ministry
(September 2010). Audit also noted that MSD submitted {September 2010) that all the
622 drugs in the new drug formulary as approved by the Ministry may be included in the
Pilot Project. This was meant-to cut down delays in procurement.through HSCC as well
as to effect savings of commission of 2.5 per cent being paid to HSCC. The proposal
was, however, not approved by the Ministry, the reasons for which were not on record,
Audit also noted that in CGHS Chennai, Kolkata, Jaipur and Hyderabad, even the drugs
included in the Pilot Project were procured through local pl.jrchase at higher rateé._
leading to an extra expenditure of T 85.22 lakh.

F. Procurement of Life Saving druas

60, MSD finalizes prncuremeht rates of these drugs on the basis of quotations
received from the manufacturers. MSD procures the drugs based. on the prescription
made by the CGHS doctors, on approved rates. 'As noted in the case of other Branded

-drags, there were more than one brand of the same drug composition. Audit noted that

thére were 206 ‘such brands of 72 drug compositions’in the list of life saving drisgs as'on

December 2011, Further, prices of the different brands having same drug composition

varied substantially. Test check of records related to procurement of life saving drugs. in
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CGHS Delhi, Thiruuananthapurém, Allahabad and I{leata.fevealed that CGHS incurred

avoidable extra expenditure of TB.26 crore on procuring higher priced drug brands

despite availability of low cost brands within the Iist'it'_aelf {Annexiure VI). CGHS did not

éccurd reasons for including several brands of the drug of the same composition in the

list of life Eav'ing'druga. This led to prr:muremé_-;_nt of drﬁgs in an arbitrary mahner.'ln_
CGHS Hyderabad, it was observed that life sauin"g drugs were purchased at rates higher

than the authorised list resuiting in avoidable extra expenditure of ¥20.22 lakh. Audit
further nofed that the MSD Delhi initiated (June 2009) an open tendering process for

procurement of Generic drugs. However, the tender documents could ot be finalised

-due fo issueas relating to modification of clauses in the tender documents. Thus, the MSD

failed to implement the proposal of procuring life saving drugs through open tender as of
July, 2012, |

70.  Apprising the Committee about the reasons for delay ‘in finalization of tender

documents process of generic life: saving drugs, the Ministry stated as undet:

“An open tender for finalizing rate-coniract of generic drugs was invited in
October, 2013, but the tender could not be finalized since the response from the
Pharmaceutical industry was very poor.-A Committee was constituted to review
the tender conditions with a view to encourage the industry to participate in the
tender. Revised terms & conditions of tender recommended by the Committee
have been approved with the concurrence of [FD. A tender for finalizing rate-
contract for 27 drugs has already been floated, and for another 800 drugs tender
would be floated within the next few weeks.”

71.  Further, with regard to present position of opening the technical bid for 27 drugs
and floating the tender for another 800 drugs, the Ministry submitted as follows:

"Regarding the fender of 27 drugs it is submitted that the Technical Evaluation
- Committee, under the Chairmanship of Spl. DGHS, held its meeting on %/4/20153,

and the malter is under process. As onh 20.4.2015 tenders have been floated for

more than 1200 drugs.” ' ' "

72.  Providing information regarding current pracedure adopted for procurement of life
saving drugs, the Ministry of Health and Far'nily,,»r Welfare in the replies stated that:
“The procedure for purchase of Life Saving Drugs has now been streamlined.

Currently the Life. Saving Drugs are being procured on L(lowest) rate after
inviting sealed enquiries, Further to have rate contract of Life Saving Drugs, a list
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of 268 drugs has been finalized after invitation of Expression of Interest (EOI},
The list has been approved by a clinical expert committee and forwarded fo the
competent authority for approval for initiating E-tender through MSQ."

73. .When asked as to whether the said list has been approved by the competent
authority and E-tendering has been floated, the Ministry stated that the list of medicines
to be tendered has been approved by the competent authority, and the tendering is

under process.

- 'G.  Quality Assurance

74.  The diugs procured by MSD are subject to mandatory testing in laboratories
before supply to CGHS. In CGHS Kolkata drugs were issued to the patients before
receipt of test reports, which were later reported as sub-standard by GMSD. In CGHS
Mumbai medicines worth T 28.45 [akh received from GMSD during 2008-2012 were
declared sub-standard. Out of these, medicines worth T 15.66 lakh were already issued
to patients. Such instances highlight the absence of a robust mechanizm for quality
assurance, which exposes the patients fo the hazards of sub-standard mediﬁines and
drugs. in CGHS Hydefabad drugs worth T 21.38 lakh procured from GMSD did not have
presciibed shelf ife and the shortfalls in shelf life were in the range of one to three
months. In Chandigarh drugs valuing -¥13.53 lakh expired between April 2008 and

Naovember 2011 implying that the requirement of ﬁrﬁgs was not assessed propetly.

75. Providing details of drugs quality assurance mechanism prevalent in CGHS, the
Ministry submitted as under:

“The medicines procured through MSO have inbuill quality assurance
mechanism. n house laboratory test reporis are provided by the manufacturers.
On receipt of supplies in GMSD (unit of MSO), samples are sent for laboratory
testing. On recelpt of OK test reports, supplies from GMSD. are received in
CGHS (MSD) for distribution of medicines to the Wellness Centers.”

76, On this aspect, the Ministry have also stated that:

“Guality assurance mechanism exists for drugs procured in bulk. No lab testing is
done on drugs purchased through local chemists since drugs are procured .
through local chemists on day fo day basis and issued fo beneficiaries on the.
next working day. Mo additional quanty is indented for quality / laboratory testing.
However all manufacturers have an in- house festmgmystem Drug Enntrnller of

. India also keeps lifting randem samples for drugs testing.”
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The details of sub-standard medicines found in lab testing on all India level during

last three years as provided by the Ministry of Health and Family Welfare are given as

under;

78.

“Financial | No. of Samples | Found of Standard Found of Sub- standan:l
year - drawn Quality Quality

2011-12 | 1481 | 1468 13

20112-13 | 1446 1441 . ' 5

201314 | 2086 2088 Nil

Drugs when procured, are tested from two Govt. approved Labs, before they are
distributed to CGHS. If the drugs are declared not of standard quality by these
fwo labs then the sample is sent to Central Drug Laboratory (CDL). [f drug is
declared not of Standard Quality by CDL then the manufacturers of the said drug
is de-registered for further supply of the said drug.”

Apprising the Committee about the steps initiated to ensure proper quéliti.r

assurance of drugs procured both centrally and locally, the Ministry submitted as under

b.

a. “Selection of only those manufacturers, for entering into rafe contran::t who
fulfill following eligibility criteria-

i. Annual turnover of more than ¥ 100 crore in manufacturing and sale of drugs
in case of group A drugs {drugs required for cardiovascular, respiratory,
endocringe diseases, cancer and higher antibiotics ) and T 50 crate in case of
other drugs

t. Having three manufactunng and marketing experience of drugs

iii. Having WHOQO-GMP/GMP under schedule-i
iv. Not being convicted under Drugs and Cosmetics Act
v. Having R&D facilitiesfown drug testing facilities

Registration 'of manufacturing unit before supply of drugs to GMSD. Registration
is based on inspection of manufacturing unit by a team consisting a member from
State Drug Controller's office, a member from Pharmacy college/ Deptt. of

: Pharmacc:-lmgy and a memberfmm GMSD.
. Testing of all batches of druga before acceptmg the supplies from two different

drug festing labs.

.Derreglstratmnfdeharment of manufacturerfrate confract holding firm based on
following criteria -

Medicines procured through ALCs are against individual beneficiary reqmrements and
are therefore tested only as and when complaints are recewed 4

- 79

Dn being asked as to what extent spurious drugs are prevalent in the Indian

Market, the Ministry of Health and Family Welfare provided the following details
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“The results of drug samples tested all over the country in the last six years as
received from State Drug Controllers, reveals that only about 0.1% to 0.3% of
around 58,000 samples per annum {on an avarage} fall within the category of
sSpurious drugs

Earlier, a survey to assess the extent of Spurious and Sub-standard drugs in the

country was conducted in the year 2009 by the Ministry of Health, through the

Central Drug Standards Control Organisation {CDSCO). Under this survey
24,136 samples of 62 brands of drugs belonging to 8 therapeutic categories of 30
manuiacturers, were collected from over 100, different Pharmacy outlets in
different regions of the country and located in each stratum viz. metros, big cities,
district, towns and villages. The survey has revealed that the extent of drugs
found to be spurious was 0.046% only. The report on the countrywide survey on
Spurious Drugs is available on the CDSCO website www.cdsco. nic.in,

YEAR-WISE DATA OF SPURIQOUS DRUGS AND THE ACTION TAKEN FOR
LAST FIVE YEARS AND CURRENT YEAR (fill Septamber, 2{‘1_114] _

Details of no. of s.émples tested declared not of Standard Quality, No. of Samples
declared Spurious in the counfry since 2008-10 to 2014-15 (til September 2014)
are as under: '

Percentage of Not of Standard quality drugs and Spurious/ Adulterated drugs for
the years of 2009-10, 2010-11, 2011-12, 2012-13, 2013-14 and 2014-15{upto
September, 2014] as per the feedback available from the States

No. of % of
No. of drugs drugs gﬂl Osf % of drugs
S drl.; s samples { samples san'? les samples.
Year 95 | declared | declared P declared
No. samples | o4 of notof | declared spurious/
tested spuriousf P
. | standard | standard | ~ . o o | @dulterated
_ quality | quality
4 | 2002-10 35248 1842 4.94 117 0.29
o | 201011 496582 2372 477 85 0.19
3 201112 148082 - | 2186 4.54 133 0.27
4I 201213 | 58537 2362 4.03 70 .. 0.11
. 201314 72712 3028 . 4.16 118 : 0.16
6. | 201415 (upto : -
| September) | 38655 | 1823 4.7 125 . 0.06
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A statement showing No. of samples tested, No. of Samples declared not of
Standard Quality, No. of samples declared spurious, No. of Prosecution
Launched, and No. of cases decided, No. of persons arrested and approximate
value of drugs seized States / UTs wise during the last five years i.e. 2008-10,
2010-11, 2011-2012, 2012-13, 2013-14 and ocurrent year 2014-15 ({upto
September 2014), as per the information made available by the States is at
{Annexure VIl). .

| Recentlyf, a counirywide suwéy reg'arding_ the exie.nt of Spurious and Not of
Standard Quality {NSQ) drugs is being conducted by Ministry of Health & Family

Welfare, Govt. of India under the guidance and supervision of Director Ifg,

Natlcnal Institute of Biologicals (NIB), Noida and has already been rolled out from
8™ April, 2015. Almost 47,000 drugs samples are expected to be drawn under
this survey from Refailers, Govt. Hospitals & Dispensaries which would include
15 therapeutic categories of drugs listed in National List of Essential Medicines
(NLEM), 2011. The survey is being conducted on the basis of statistical design
provided by Indian Statistical Institute (151}, Hyderabad & NSSQO, New Delhi”

While providing a copy of the WHO's Report on spurious drugs scenario in India
- and measures taken by Government to identify and stop spurious drugs in the Indian

market, the Ministry submitted as follow:

(b} The measures taken fo identify & stop spurious drugs in the Indian market

{a) “Clarification on WHO report

Reports in the media have been pmject'ing problem of spurious drugs in the
country in a manner which does not provide a balanced perspective and have,

_ therefnre caused misgivings.

The Fgures quoted in the media range from 10% to 25% of drugs in the country
being spurious drugs. These are unsubstantiated reports.

For example, on the basis of an alleged WHO report, the media frequently
reports that 35% of fake drugs produced in the world come from India. However,
the WHO has denied its authenticity. In this regard WHO has also clarified that
“...there is no such study conducted by WHO regarding fake drugs menace in
the past several years.” vide letter dated 31% August 2012.

are given below: :
- WHISTLE BLGWER SCHEME:-

Whistle Blower Scheme Was annuunced by Government of India to encouraga. '

vigilant public participation in the detaction of movement of spurious drugs in the

country. Under this policy the informers would be suitably rewarded for providing

concrete information in respect of movement of spurious drugs to the regulatory
authorities. The salient features of the aforesaid reward scheme are as follows:-

ek’
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The reward scheme shall be appllcable for whistleblowers in the area of drugs,
cosmetics and medical devices. '

Reward is fo be given to the whistleblowers i.e. the informers / officials only
when there is a confirmaftion of the seizure of spurious, adulterated and
misbranded drugs cosmetics and medical devices by the designated ofhcers of
the CDSCO." -

The reward of maximum of upto 20% of the total cost of consignments seized
will be payable to the informer /officials which should not in any case exceed
¥ 25 Lakh in each case.

In respect of an officer of the Governmeént / CDSCOQ, the reward shmuld not in
any case-exceed ¥ 5 Lakh for one case and a maximum of ¥ 30 Lakh in his / her
entire service. : :

With a view to ensuring that the informers are not made to wait il the'f_inal'
disposal of the matier, 25% of the amount will be given at the time of filing of the
charge sheet in the Court of Law.

« Further, with a view to ensure that the informers do nof turn hostile during the

trial of the case and continue to assist the court in deciding the matter in favour
of the Government, 25% of the amount will be given to them at the time of
disposal of the case in favour of the Government in the first Court of Law.

« The remaining 50% amount will be paid only when the case has been finally

disposed off and no appeal W|th respect to the maﬁer is pending in any other
Court of Law in the country.

GUIDELINES FOR TAKING ACTION ON CASES OF SUB- STANDARD
DRUGS:-

In the 40" meeting of Drugs Consultative Committee (DCC) consisting of the

" DCGI and &l State Drug Confrollers held on. 29.6.2008, guidelines for taking

action on samples of drugs declared spurious or not of standard quality in the

light of enhanced penalties under the Drugs & Cosmetics (Amendment) Act,

2008 were adopted for the purpose of uniform implementation of the Drugs and
Cosmetic Act in the country. The guidelines have alsc been placed on the web
site of CDSCO.

STRENGTHENING OF DRUGS TESTING LABORATORIES
Under a Capacify Building Project through World Bank, assistance has been

provided to upgrade testing faciliies and to. establish new drug testing

laboratories so as to enhance the capacity of the laboratories to test large

number of samples. Under this projecf 23 States and 6 Central Drug

Laboratories have heen strengthened through renovations, extensions and
aquipments. -

GOOD MANUFACTURING F’RACTICES

Schedule M to the Drugs and- Cosmietics Rules, 1845, pertaining to Good
Man_ufactunng Practices ‘was amended in 2001 and made applicable to all
manufacturers in June, 2005 to make it at par with the international standa_rds
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and it is mandatory for the manufacturers of drugs to comply with the
requirements of this Schedule for guality control of the drugs manufactured by
them.

INTRODUCTION OF GOOD LABORATORY PRAGTIGES

Schedule L-1 specifying the rules relating to Good Laboeratory - Practices &
Requirements of Premises & Equipment for testing laboratories have became
operative since 1% day of November, 2010.These rules provide for Good
housekeeping and safety provisions for the maintenance of the laboratory. The
manufacturers having. in-house laboratories are reqmred to conform to the
provisions of the said Schedule.

STRENGTHENING OF DRUG REGULATDR‘:’ SYETEM IN THE GUUNTRY

The Government has decided to strengthen both the Central and States’ drug
regulatory sysfem during the 12" Five Year Plan enabling them to keep more
effective watch on thesé unscrupulous elements induiging in unlawful activities.
The infrastructure facilities at the head quarter as well as other offices of CDSCO
are being enhanced. In April, 2008 CDSCO had a total of 111 regular posts. The
number of sanctioned posts in Central Drugs Standard Control Organisation
(CDSCO) has been increased from 111(as on April, 2008) to 474 (as on
February, 2015)."

As regards the mechanism put in place fo monitor the menace of spuricus drugs,

....... about this spuricus drug, there is a scheme called ‘trace and track’ which
we have fo notify in our rules. That scheme has been prepared. |t is a software
and it will basically allow that the batch number could be given and from the
website anyone can find out whether this is the original medicine or not. That
software has been developed. Now, the pharmaceutical companies have fo do

.that. For that, we have to formally put it under our rules. This is currently under

the consideration of the Drug Technical Advisory Board.”

As regards the steps initiated to impose stiingent penalfies on the manufacturing

submitted as fc:_llows:

. MEASURES TAKEN TO CHECK THE MENACE OF SPURIOUS DRUGS AND

‘STRENGTHENING OF DRUGS CONTROL INFRASTRUCTURE -

AMENDMENTS IN DRUGS AND COSMETICS ACT

The Drugs and Cesmetics Act, 1940 was amended under Drugs & Cosmetics
(Amendment) Act 2008 and had come in force since 10™ August, 2008 The sallent

. features of {he amended Act are as under: -

) (a) Under this Act , any drug deemed to be ad.u!terated or spurious when used by

any person for or in the diagnosis, treatment, mitigation, or prevention of any
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disease or disorder is likely to cause his death or iz likely to cause such harm on
his hody as would amount to grisvous shall be punishable with imprisonment for a
term which shali not be less than ten years but which may extend to imprisonment
for life and shall also be liable to fine which shall not be less than ten Iakh rupees
or three times value of the drugs confiscated, whichever is more.

.{b} The fines realized will be paid tr:} the relative of the deceased or the aggrievecl_-
person.

" () Offence for sale and manufacture of spurious and adulterated drugs have been
made cognizable and non bailable.

{(d) A provision of compounding of minor offences has been introduced to dispose
of them expeditiously.

(e} Designating special courts for trial of offences relating to Drugs and Cosmetics
Act. So far, 16 States and UTs namely, Karnataka, Madhya Pradesh, Delhi,
Tripura, Lakshadweep, Arunachal Pradesh, Goa, Meghalaya, Bihar, Mizoram,
J&K, Daman & Div, Dadra & Nagar Haveli, Tamil Nadu, Haryana and Andhra
Pradesh have set up designated Special Courts for frial of offences related to
adulterated and shurious drugs. :

DETAILS OF ENHANCEMENT OF PENALTIES THROUGH AMENDMENTS [N
DRUGS & CDSMETICS ACT IN 2008

Offence Penalties ‘hafore | Enhanced Penalties after
"| Amendment in 2008 | Amendment 2008 :
27{ay any  drug | imprisonment for a | imprisonment for a term which shall

term which shall not
be I|ess than five

deemed to be
adulterated ar

not be less than ten years but which
may extend o a term of life and with

spuricus is likely to
cause his death or
is likely tc cause
such harm as would
amount to grievous
hurt

years -but which may
extend to a term of
life and with fine
which shall not be
less than ten
thousand rupees;

fine which shall not be iess than ten
lakh rupees; or three times values of
the drugs confiscated, whichever is
mare.

| The fine realized shall be paid tﬂ the.

victims/relafives.

27(b) any drug
adulterated but not
| being a drug
referred to in claUse
{a}, orwithout a

impriscnment for a
term which shall not
be less than cne year
but which may extend

‘to three years and
| with fine which shall

imprisonment for a term which shall
not be less than three years but
which may extend to five years and
with fine which shall not be less
than cne lakh rupees or three
times of value of drug ccnflscated

- | valid licence, hot. be less than five | whichever is more.
1 thousand rupees
27(c)-any drug - imprisonment faor "a | impriscnment for a_term which shall |

deamed to be

ferm which shall not.
lesz than three_

be

not be less than-7 years but which

may exdend {fo imprisonment for life|
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spurious under
section 178, but not
being a drug
referred fo in clause

(a)

years but which may
extend to five years

and with fine which

shall nat be-less. than
five thousand rupees.

and with fine which shall not be less
than three lakh rupees or three
times the wvalue of the drug
confiscated, whichever is more

27(d) any drug,
other than a drug
referred {0 in clause
{a) or clause (b) of
clause {¢), in

contravention of any.

other provision of
this Chapter or any
rule made
thereunder,

imprisonment for a

term which shall not

be less than one year
but which may extend
to two years and with
fine. '

imprisonment for a term which shall
not be less than one year but which
may extend to two years and with |
fine which shall not be less than 20
thousand rupees.

On being asked during evidence on (12.01,2015).as to why the Ministry of Health

before the Committee as foliows:

and Famity Welfare do-not have control on the drug manufactures, DGHS admitted

“We do not have a control on th_é drug manufacture, Up o first five years, when
the drug comes in the country for the first time, at that time, it is under the control

of the Drug Controller, Government of India.”

Onece the pericd of five years

expires, then we do not go and evaluate it. Then anybody can manufacture that
drug and that drug license.is given by the State Government. The number of
inspectors for checking these drugs is much less. The Government is now taking
a step to sfrengthen the Drug Regulatory Authority of the State Government. We
are going to fund them. The EFC has been completed. We will be giving more |
inspectors to.the State Governments so that the drug is regulated”.
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PART -1l

OBSERVATIONS AND RECOMMENDATIONS |

The Ministry of Health and Family Welfare provides comprehensive health
care facilities through Central Governmenit Health Schema {CGHS) ta MPs,
- Ex NMPs, sarﬁing and retired Judges of Supreme {I'Jourt and retired Judges of
High Courts, Cenfral Government employees.and pensioners and their
dependents residing in 24 cities covered under CGHS apart_frum Delhi NCR.
The medical fﬁcilitles are provided through 250 CGHS Wellness Centres
(earlier called as dispensaries) across the country. CGHS provides
consultation at CGHS Wellness Centres and Government Hospitals and
provides OPD medicines to its beneficiaries. In addition inpatient treatment
facilities and investigations are 'prwided at Government hospitals and
empénelled private hospitals. Medical étures Organisation (MSO) is
entrusted with the task of procufe-mant of drugs and medicines raquired for
CGHS Hospitals and Weliness Centres outside Delhi. The MSO operates
through seven Meadica! Stores Depots '(MSDj. Government Medical Store
Depot {GMSD) is the nodal centre fm; prosurement, storage aind dist’rihutiaﬁ
of drugs to all CGHS Wellness Centres in Delhi. The M3O procures,
through open tenhder, drugs as per two separate formularies for branded
and Generic drugs covering 622 and 1447 items respectively at present,
which are reviewed and revised perindicaily. CGHS, undoubtedly was
launched with a laudable _objecti\}e to ‘provide basic medical facilities to
Central Government employees and pensioners together with their
-depéndénts, éitting '_and ék-Me_mbars of Parliamenf etc. However, Audit
-seruting of procurement of allopathic drugs in CGHS by MSD and CGHS
.Wellness Centres i.n Delhi, Ah_médabad, ;Jﬂipur, Chandigarh, Bhopal,

: Jaha.lpur, Kolkata, Chennai, Thiruvananthapuram, Hyderabad, Bangalore,
"~ Allahabad, Bhubaneswar and Mumbai during 2009-10 to 2011-12 revealed |
._seueral' Iabunaeishnrt;:'nmings in._the ‘procurement and distribution of
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medicines such as opting for commonly prescribed brands of drugs instead
of identifying commonly prescribed drug composition, pmﬁuremc_ant of
drugs not listed in the formulary, non-finalisation of procurement rates of
drugs listed in the formulary, .in_adéquate and incohplete drug formulary,
delays -in procurement of drugs, procuring higher priced branded drugs '
despite availability of low cost bfands, branded drugs continue to be
-preferred over Generi’c-drugs etc. The Committes's examination is based
on the Audit findings as contained in paragraph 6.3 of the Report of tﬁe
C&AG of [ndia fhr the year ended March 2012, Union Government {Civil-
-compliance Audit ohservations) No. 19 of 2013 relating to tHa sui)je-ct
“Pracurement of Allopathic drugs'in CGHS". The Committee's examination -
has 're;-.rea[ed_glaring lapses as discussed in the succeeding Paragraphs in
the procurement and distribution of drugs resulting in huge ini.’ructuc:-u.s and
avoidable ekpanditure which entails light hearted and skewed approach on
the part of the authorities concerned and call for deprecation. Their
nh_senrationsfrecommenda'tinns to bring about systemafic improvements
are contained in the succeeding Paragraphs:

This is not for the first time that irregulariies in CGHS like the rampant local
purchase of medi’cines,. prescription of branded medicines instead from
' appmvad'fcrmulai‘y of medicines, spurious/adulterated medicines/drugs etc
were brought to light by the C&AG and the Public Accounts Commlttee
examined the  same in detail and ‘made setious
.ohservationsirecommendations. In fact, a performance Audit of the
procedure of procurement of medicines and medical equipment was dune.
earlier by Audit and the results included in the C&AG's Report No. 20 of
2007, The subject '.ruras_tha:mrn:nugth'lj,.ur examined by the Public Accounts
Committee and reportad upon in their 24™ Report (15 Lok Sabha) on
"'Frnr;:_urement of Medicines and Medical Equipment”, wherein the
. C’c:-_m"r'ﬁifte'e héd _deliberated upon yrariaua'slhort'cnmings_ in th.e progedure of
pmcﬁrémént. of 'médicihesfmadicﬁl equipment - ”and give'nl

observations/recommendations such as bringing in the Codified Purchase
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Manﬁal, explorin?g the feasibility of doing away with the local purchase of
drugs altogether, strengthening the Monitoring me-:::haniém. initiating
exemplary action aga.insf the errant dur.:tors, codifying and adopting a
defined process for annual updation of mediclne sélection and periudiéal
revision of CGHS formularies in order to make the M5O corruption free and
: _ﬁripe .nut' the menace of spui‘inusfédulterated_ drugs etc.  These
recommendations though were accepted by the Gpwzrnmént as contained
in the 84" 'Repm}t of PAC (15" Lok Sabha), yet the Commiitee are inclined to
_ccnclude. from the audit finﬂings and subsequent examination of the:
Bﬁbieét that their earlier fecummendatiﬂns on the subject have not been
addressed in the right earpest and the shorfcomings in the drugs
procurement system in CGHS as discussed threadbare in the succeeding
Paragraphs remained unresolved. Expressing serlous displeasure over the
state of affairs and non-fulfllment of the commitments made and
assurances given, the Committee feel that the administrative Ministry owes
an explanation to them as to why the CGHS beneficiary still suffer due to
unavailability or poor quality of medicines. They exhort the .Ministry to
urgentl}r. address the deficiencies ﬁointed out and initiate the requisite and
urgent measures so as fo effectively resolve the shortcomings in the drugs

procurement system in CGHS.

A Cﬂmmiﬁée was constituted by the Ministry of Health and Family Welfare
.in September, 2008 for preparationirevision of the existing drug formulary
for branded drugs. This Committee decided to include new items in the
t‘t':lrmular:,;.r by identifying those drugs which were commonly procured in the
| CGHS, Delhi during 2008 through local purchase. Consequenily, in
.Decelﬁher, 2002 inclusion of 382 more drugs ﬁvar the existing 350 drugs
-was recommended. Therefnre, a tﬁfal_ of 622 drugs were notified in the
revised formulary in September, 2010. The Committee are concerned fo
note' that while idenfif_ving tﬁe-ﬂrugs for inclusién in the formulary, they
simply opted for commonly pr'esc:ri'hed' brands of drugs instead of

" identifying commonly prescribed chemical compositions. The Committee
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are of the firm opinion that the selection of items by adopting the chemical
composition appmach would definitely and comprehensively
provide varied and competitive options that would be cost effective as there
are many brands offering same chemical composition available in the -

market at different rates.

The Commlttee are concerned tc- note that test check by Audit of 21
-cases in the Branded drug fnrmular:-.r revealed mradahillty of several low-
gost brands in the-same catagory of drugs. It was also found that even the
‘discounted price of the selected brand was much highér than the MRP of
other low cost brands avaiiaﬁle in the market. The Committes are utterly'
: d:sma:-,red to flnd that the comparison of price of these 21 test checked |
brands with other brands of identical available drugs indicated that CGHS
Delh: mcurred avoidable expend:ture of ¥ 9.25 crore during 201112 by
opting fﬂl‘ higher priced brands. The Ministry have conceded that the lower
cust_optmna of brands in the same category were availabie. The Committee
- .wonder what restrained the Ministry for opting fnf lower cost dptinns of
| brands in the same category. The fact remains that the standards of
financial propriety as stipulated under Rule 21 of General Financial Rules
were not adhered to as the Mmlstry opted for higher priced brands despite
the avallablllty of low cost brands in the market. The Cnmmntee are also .
daeply distressed that if test check of only 21 brands has revealed as much
as % 9.25 crore of avoidable expenditure In just one year, the amount of loss
- in respect of all varieties of medicines for the past several ﬁ'éérs if checked,
might result in a staggering amount of such expenditure. Now, it has been
proposed that only L-l {lowest priced) out of the tender for branded
formulary will be considered aﬁd other brands of the same compusiﬁdn will -
hot be purchased. The pr_opqéai is stated to have been accepted. by the
Ministryr and rate aﬁquiry has already been invit_e_d and bids received have
béenl opéned. While appreciating the steps taken by the Miﬁi__stry in this.
d'iré;:tic-'n, the Curﬁfniftee feel that stili there fs '.arﬁple I_scohe for .furtfher

impgr"nvement in the procurement system. The Committee, therefore, impress
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upon the Ministry to formulate a comprehensive and more reliable policy for

procurement of drugs in CGHS so as to ensure that the entire procurement
process becomes mote transparent. |

The Committee are surprised to note that during the years 2009-12, 71
percent of the total ekpenditu:re was incurred on ﬁrncuremant of drugs not
listed in the formulary. Further, CGHS Delhi ;:Irt:ur:u'r«eu:l.e:ml:,,.lr 19 percent of
items from within the formulary, while 81 percent items were outside the
farmu'lary. In cities cutside Delhi covered in Audit, CGHS incurred about 50
percent of the total expenditure on proﬁurement of drugs outside the
ff:::rrmr.llrcxr.j..lr daring 2009-12, This clearly indicates that the drug formulary is
hot campréhensive enﬁugh to cover drugs for wide-ranging
ailments/diseases. The Committee are given to undersfand that it is not
possible to restrict all prascriptions written by physicitans and specialists.i:n
the MSO approved drug formulary because no formulary can at all times be
extensive enough to cover the whole spectrum of drugs required for
treatment of various diseases. However, some measures are stated fo have
been taken by the Ministry so as to avoid local purchase for instance, the
formulary has been revised to make it comprehensive, tenders have been
floated for rate contract of more than 1200 items, computerization both at
CGHS and MSO through web hased software has been completed and all
deliveries of Pilot Project medicines (i.e. 272 branded medicines procured
‘through manufacturersfdistrlbutors under the pilot project, 2008) are at
‘CGHS Wellness Centres, thereby minimizing the delivery time. Further in
August, 2014, an analysis was made fo identify the medicines which are
commonly indénted through Authorized Local Chemists (ALCs). The list of
171 such medicines was submifted fo MSO for Inclusion under CGHS
formulary. This has been done in the prnpuséd ré'-.fised formulary and these
medicines would now Ee prdcuréd centrally. th[e faking into
consideration large scale pi‘ogurement_ - of medicines through focal
purchase, the Public Accounts Committee in their 24™ Report (15" Lok
Sabha) had recommended steps to he taken by the_ Miniétry to explore the
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feasibility of doing away with the local purchases altogether so that
exploitation of the system by certain-vested interests is prevented and
higher payment fowards locally procured medicines checked. In response,
the Ministry have submitted that given the need 1o make medicines
available to beneflciaries without delay and taking note of existing
” prescripfion practices and newer medicines heing introduced from time fo K
time, it is not possible to entirely do away with local purchase, fh{':ugh
t—:ffﬁrts are heihg magle to further reduce local purchase. In the Interest of
eradicating the malaise of freely resorting to local purﬁhasa of medicines
i'esul'tin'g in d'isprnportiunafe, avoidable and infructuous expenditure, the
Committee strongly reiterate their earlier recommendation and-emphasize
that Ministry of Health and Family‘Welfare should ensure that all the CGHS
Wellness Centres maintain their formularies and _updaite them ét regular
Intervals. Since there still is an opportunity to go for the cheaper branded
‘drug with the same chemical composition. The Committee also emphasize
fhe imperative need for regula'r inspections of the Wellness Centres as well
as prompt action on the complaints/grievances received from CGHS
~ bensficiaries on the matter. Punitive action may also be taken where laxity
“is detected in updating the fofmulary during inspections.

The Committee observe .that the doctors continue to prescribe drugs
outside the formulary despite the adverse recommendations of the
Farliamentary Committee. As a result, the audit revealed thaf drugs valuing
T 1119 crore were purchased from outside the f«':-rmulat"yr durlng 2009-12. As
regards the action taken agamst those dnr.:turs who are freguently
. prescribing expensive branded medicines instead of low cost equally
effective drugs, the Committee have been informed that a prescription Audit
was cohducted in one of the Wellness Centres in the last week- of August,
2014 and“‘éﬁ“ﬁw cause ‘notices were issued to .thn .dnctnrs deputect as
Medlcal Speclallsfs for prescrlhmgﬂmedinmes ouf of CGHS formulary.
While the case is under process, one of the docfors has tesigned. Their

deputatmn as Medical Specialist, was also withdrawn, It is su_rpr:s_lng that .




a6

out of total 250 CGHS units operating in 23 cities, prescription Audit has
| heen conducted in only one Wellness Cenfre {rapf&santing 0.4% of total
units) and.that too was undertaken only after the Audit Rep'r;:-rt came out and
oral evidence of the representatives of. the Minisfry,nf Health and Family
. 'Welfare was taken by the Public Accounts Committee. The sifuation of
prescribing drugs outside the formulary, could have been improved had the
: suo-motu insperztipnfﬁrascriptinn Audif been done at regular inferval by the
: Miniétry’ of Health and Family Welfare. Sample selection and audit coverage
should also Ee more extensive. In this connection, the Commitiee desira to
be apprised of the 'perindicity and ceverage of Prescription Audit. The
Committee have also been informed by the Secretary, Ministry of Health and
Family Welfare that as far as tﬁe Government doctoré are concerned, the
CGHS, Delhi has recently heen camputerized'and the Ministry is able to
identify as to which doctor has prescribed which medicine. The Committee
would, therefore, desire that immediate steps be taken to l:_umpu}terize all
. the 250 CGHS Wellness Cé.ntrés across the counfry. A Report indicating
the detfails of total No. of Wellness Centres in the Country, No. of Centres
computerized, yet to be computerized and by which date all the Centres
would be computerized may be furnished to the Commlitee within two
“months of the presentation of this Report to Parliament. Further, in order fo
keep check on the prescription pattern of docfors, the Committee in their
24™ Report (15" Lok Sabha) had recommended that the monitoring
mechahism be stréngthaned and exemplary action taken against the errant -
doctors, who frequently prescribe ma.dicines' outside the formuiary so that
superfluous local purchase of medicines is avoided. However, while not
accepting the ATN of thé Ministry of Health and Family Welfare therson, the
Committee In thelr 84"Report (15" Lok Sabha) presented to Parliament on
30-04-2013 fiad further recommended to evolve a transparent and effective
.mechanism énabling the aggrieved patients to lodge their complaints
éga?nét the errant doctors without féar or pressure sc that more instances
- of malpractices are detected aﬁd large -sca'lé purchﬁs_e ﬁf medicines outside
the formulary is avolded. The Committee desire to kn_ow the number of such
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- cases detected in the Wellness Centres in the last 2 years following this
recommendation. They desire that due explanation may be scught from
those CGHS doctors who make prescriptions which are regularly at
variance. It seems from the latest Audit ahsewatfﬂn on the subject that the
recommendétiuns of Public Accounts Committee ‘were not properly
addressed by the Ministry as prescribing expensive medicines by the
doctors ié continuing without any check. The Committee would, therefore,
. reiterate that étringenf measures for evolving an effoctive and fransparent

mechanism are needed to keep an eye on the errant doctors,

The Committee find that the rates of large number of drugs were not
finalized particulaﬂy during the years 2009-1D.a.nd 2010.-11. Percehtaga of
branded drugs of which rate had not been finalized is 30.56 % during the
year 2009-10 and 32.74% during 2010-11. Howzwer, during the year 2011-12,
it had reduced to 4. 82 percent. The reasons, attributed by the Ministry for
non-finalization of rates of various-drugs, are items helng de-registered by
the Drug Cnntroller, rates of drugs not being negotiable, firms having
changed drug composition to bypass National Pharmaceuticals F'rh;:ing
Authority (NPPA), firm not being the manufacturer of the quoted item etc.
Fi.lrthe_r, with regard fo non-finalization of the rates of Generic drugs,.tha
Committee find that out of 818 Generic drugs in the formulary, the rafes for
only 218 drugs were approved. In this case, the contributory reasons are
paucity of valid bidders in tender for Generic groups, a firm/company bei'ng
deregistered subsequently, some companies s.tﬂpping the manufacturing.of
drug of particular brands and meager requ:rament for some drugs for whlch
companies are not interested in fmallzlng the rate contract. The Gnmmlttee
feel that the aforesaid reasons can be resolved by taking timely appropriate
action at the Ministry's level. The Committee are surpfised to note that
while healfhca_ra- is under the domain of Ministry of Health and Family
Waelfare, making avallable essenfial medicines at affordable prices is under
- the purview Ef_l]epartrﬁent of Pharm'aceuticalé, Ministry of Chemicals and |

Fertilizers. The Committee have been ifformed that the prices are fixed by
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National Pharmaceuficals Pricing Authority (NPPA) in its meetings which
inter-alia has an ex-officio Member from the Ministry of Health and Family
Woelfare. The Department of Fha;n‘iaceuticals alzo coordinates with Ministry
6f Health and Fem'"jil‘l.lr Welfate for revisionfupdation of the National List of
Essential Medicines (NLEM). Whenever rel:[uirel:i', technical inpuf is also
taken *.I‘rl.':m.l‘-l'lin_istryr of Health and Familjr Welfare. The Committee desire
that ‘Ministry of Health and Family Woelfare and the Department of
Fhafmaceuﬁcal.s should make earnest and concerted efforts to coordinate
“and meet at regular intervals fo ensure speady finalization of procurement
rates of drugs so as to ensure timely delivery of drigs to Weliness Cenfres
thereby reducing the aveidable expenditure on account of local pur{:haée of

medicines.

‘The Committee note that many drugs are available in both Generié as well
as Branded versions. Generic drugs are substantially cheapai‘ than the
Branded versions. In September, 2010 the Minister of Health and Family
‘Welfare, while approving the revised formulary of Branded drugs, had
expressed serious concern on prescribing of Branded drugs by doctors
instead of Generic versions and directed for complete shift towards Generic
‘drugs, within c-.ne year bath in prescriptions and supplies. In order fo
promote Generic drugs, the Ministry, had revised in May 2011 Generic drug
formulary from 818 to 1128 drugs. Director [CGHS] also inter-alia issued
instructions to analyze and take ne'cessary steps for better ufilization of
Genetic drugs. However, there has not been tangible progress in the
procurement and distribution of Generic drugs. The Committee .nute that
during 2009-2012, the percentage of Generic drugs procured in Delhi was
only 2 to 5 percent and in _Eﬁuhaneswar it_was around 5 to 7 perpent during
the same period. Further, in major cities'?!ike Ahmadabad, Kolkata, Chennai
and in Mﬂmbai, the graph of percéntage :nf Genheric drugs procured has
| drastically come down from nearly 50 pért&.ent 'during 2009-10 to below 10
percent in 2ﬂ1;l~12.' Aécnrding to the Mi'nis_tr},r of Health and Family Welfare, |

onhe of the main reasons for less procurement of Generic drugs by CGHS
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was thaf rates were approved hy MSO for only 25 péi’nent of the Generic
drug formulary and also many of the drugs listed in the Genetic formulary
were only for the hospital use and not required in the Wellness Centres.
Tést check also revealed that 59 drugs selected for B_randéd drug formulary
were already listed in the Generic formulary. Further, a comparison of rates
of 30 Branded drugs with the rates of Genetlc drugs in Janaushadhi
scheme revealed that an amount of ¥ 11:81 crore cou.ld have been saved by
CGHS Delhi during 2011-12, had Generic dru_gs been procured instead of
Branded drugs. The Com.mittee'depre'cate this apathy on the part of the
concerned authorities towards ensuring financial discipline. With regard to
carrective measures taken .by the Ministry to augment the ﬁrucurement of
Generic drugs, a Committee under the chairmanship of DGHS has since
been constituted to revise the Generic formulary of 1447 drugs. The
Committee in its meeting held on 19.01.2015 has inter-alia decided as

follows:

-a) All the drugs, which are p:urna*se.-.nﬂ'},ur being procured through local

purchase are to he 'in-::l_udad in the Generic list.

b)  MSO should take up tendéring process for finalization of rate confract
of drugs. Priority in tendering is to be given to drugs which are
presently being procured through local indent.

The Committee, however, deplore the fact that till 2015 no Committee
‘was constituted for revision of Generic formulary of 1447 drugs. It seems
that the Ministry has téken action only after the matter came under
axamination I'ay"-the PAC. The Committee deplore the laxity on the part of
the Ministry and desire the Ministry of Health and Family Welfare to
continue with appmprié_{e corrective " action taken in coordination with
CGHS Wellhess Canfres fo effectively irﬁplemént the long-term measures
for complete shift towards the procurement and - distribution of Generic
“drugs. The Committee would also like to be apprised of the findings of the
Committee set up under DG (Health Services) and acfion taken thereon by

* the Ministry. Further, the current status regarding finalization of fhe rates of
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proposed 11685 drugs for inclusion in Generic formulary alang with the copy
of instructions, if any, issued to doctors regarding necessity of completely
shifting fowards Generic mediclhes in their prescriptions may also be

intimated to the Committes at the earliest,

In the Committee's vlew, one reason for slow progress in the procuremah.t
of Generic drugs could be the alleged nexus between doctors and
_Phariaceutical Companies which refrain the doctors from prescribing
Beneric _drué by luring them with foreign .trips and costly gifts. The
Ministry of Health and Family Welfare have apprised the Gcmmittée that two
such cases have already come to the notice of CGHS. A complaint was
raceived against the then Addl. Director, CGHS {Patna)for which the matter
fs under investigation by the CBIl. The concerned AddL. Director has since
been relieved of his charge. Another cnmplainf has been received against
the Addl. Director CGHS, Thiruvananthapuram and the matter is under
examlnation. However, the reply is silent about the dates when such
complainfs were recéived, remedial actlon {aken by the Ministry thereon
and present status of both the cases. The Committee feel that much
stricter punishment is required for doctors indulging in such unethlcal
practices since Pharma éumpanies continue to sponsor foreign trips of
doctors and give them eipensiua gifts which ultimately gets added {o the
cost of drugs. The aforesaid two cases should also he vigorously pursued
for conclusive and deterrent action. Further, the Gommittee are informed :
that from January, 2015, the Department of Pharmaceuticals has seﬁt new
* guidelines to all the Pharméceutical Companies advising them to foliow the
Uniform Code of Conduct to break the nexus between them and doctors.
Initia_llly, it is for voiuntﬁry-cnmpliance'for a period of six"munths'. | After six
.mon.ths, t.he matter would be reviewed to see that this st.r;ttuta.:_'-rilj-,.lr met for
follow up.  As the said period is over and the matter should .b’a reviewad
now, the Committee would await the .nutcome of these measures and
~emphasize the need for developing an e;ffective monitoting mechanism for

regular Gvarsight of the a[ﬁpropriate compliance of these guidelines by the
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Pharma Companies, failing which the drug' manufacturing/distribution
licences need to he cancelled for atleast five years. The Gommittee would

- like to be apprised of the outcome of the steps taken in this regard.

.M.adic:al Stores Deports  (MSD), Delhi is the nodal office which procures
drugs for .all CGHS Wellness Centres in Delhi. The Committee.nﬂte that
MSD, instead of procuring the required drugs diredtly, had been procuring
ftic ‘same’ through Hospital Bervices Consultancy Corporation {H3CC). [n
- terms of Rule 165 of General Financial Rules and Para 1.2.1 of Manual of
Policiee and Procedure of Employment of Consultants issued by I‘ul’lini's’t_ryr of
-Finance, the consultants may be employed in the condition of absence of
requited expertise in house and when it is :felt absolutely essential.
Strangely enhough, MS3D, Dglhi incurred an infructuous and avoidabie
expenditure of ¥ 13.52 crore as consultancy. charges paid to the HSCC
during 2002-03 to 2010-11. The Committee believe t.h'at this huge avoidable
expenditure is ahsolutely in contravention of the General Financial Rules
particularly when no expertise is recuired for such procurement. Mureé\.rer,
this indirect prncuremént is all the more condemnable and incriminating,
_when the rates and concerned supplies of the drugs listed in the apprl.;nred
drug formulary are finalized by the Ministry. H3CC did not add value to the
procurement process and simply acted as a conduit between the Ministry
and supplier, resulting in windfall earning of T 13.52 crore with no efforts
-aﬁd expertise on their part. The Ministry explained to the Committee that
HSCC was engaged for Delhi un[ﬁr in 2003 under specific circumstances
'w.hen MSO's functioning was being questioned. Besides thls arrangement
. lasted till 2014 only after which MSD_-waé.re»assigned its respensibllity of
‘procuring medicines throughout the country. The Committes find this a
typical instance of a double whammy where due fo malfunetioning of MSO,
ancther institufion was brought in, which_simply added no value to the
_ p'rpcurenient process, thus resulting in wastefut é)cpenditure. The
Committee hope that the' Ministry have ieamt valuable lessons from this

episode,
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The Committee note that in January, 2007 CGHS proposed to implement a
pilot-project to streamline tha procurement of drugs in CGHS. This project
was supposed fo eliminate delays in supply of drugs present in the
prevailing central procurement system through HSCC in Delhi and through
GMSDs in cities outside Delhl, However, the Commiftes note that contrary
to the proposal, which envisaged procurement of both formulary and non-
formulary drugs, the approved list under pilot project contained only non-
formulary drugs. The Committee further find tha’t_'.'MSD submifted

_{Septembar 2010) that all the 622 drugs in the new drug formuiary as

apprwgd hy the Ministry may be included in the Pilot Project, which was
meant to cut down delays in procurement through HSCC as well aé to effect
savings. of commission of 2.8 percent heing paid to HSCC. This proposal
was, however; not approved by the Ministry. The Committee are concerned |
to note that in CGHS Chennai, Kolkata, Jaipur and H;_fderahad even the
drugs included in the Pilot Project were procured fhrdugh local purchase at
higher rates leading to'an extra expenditure of T 85.22 fakh. The Committee
would like to know the specific reasons for not approving the MSD's
propesal, which envisaged fo cut down delays in pruculrement of 622 drugs
and resultant avoldance of extra expenditure and also to effect saving in

commission paid to HSCC.,

The Committea are constrained to observe that no definite time frame has
been fixed for regular revisien of f«:nrmr.:[«';trgu,a.r lists though there is constant .
evpluiinn of new drug formulations required to treat diseases. This is
particularly significant in view of several new diseases being identified now.

The Committee find that the Generic formulary was revised in 2008, then in

- 2011 and last revision of Generic formulary was done in June, 2013.

Further, as regard the branded formulary the Committee find that it was last
revised in 2010. Again, no mechanlsm exists in.i_:hé Ministry for inspection
of CGHS Weliness Centres so as fo ensure that these Centres maintain their
formularies and update them af regular intervals for _id_éntifyingfpﬁrchasing

essential drugs. - However, Director General of Health Services during his
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deposition before the Committee had admitted the need to do so every
three ' months. That this was not done is deplorable. The Committee wolild

- like to know as to why regular inspections ¢annot be undertaken, They also

recommend that the Ministry of Health and Family Welfare should also
consmer the settlng up of a sfmng on-line surveillance system as well as a
team of inspectors with emphams on surpruse inspections of the Wellness

Centres,

The Commiftee notice that for procurement of life saving drugs in CGHS
Delhi, Thiruvananthapuram, Allahabad and Kolkata, CGHS incurred

-avoidable extra expenditure of ¥ 6.26 c:.'rc-re on procuring high priced drug

brands despite availability of low cost brands within the list itseif. CGHS
did not accord reasons for including several brands of the drug of the same’
composition in the list of life saving drugs which led to procurement of
drugs in an arbitrary manner. In CGHS Hyderahhd, the life saving drugs
were purchased at rates higher than the authorized list resulting in
avoidable exira expenditure of ¥ 20,22 lakh. Further, in June, 2009, the MSD
Delhi initiated an.open tendering process for procurement of Generic drugs.
However, the tender documents could not be finalized due fo issues relating
to modification of clalises in the tender documents. Thus, the MSD failed to
imf:lemeht_ the proposal of procuring life sa\.-'.ing drugs through open tender

-as of July, 2012. The Committee are informed that the reason attributed for

delay in finalization of tender documents process of Generic life saving
drugs, 1s poor response from the Pharmaceutical industry. However, as on
20.04.2015 tenders have been floated for more than 1200 drugs. This is

‘something totally unaccehtablg to the Committee as the Ministry Have not

specifled the conditions which actually dissuaded the pharmaceutical
Industry to come forward as well as Mmeasures initiated by them, if any, to

encourage the industry to participate on the tender. The Committee are

. concerned to note that if the test check of only four stations had brought

out such huge avoidable axpendlture, the quanium of loss could br—:- huge if

-a check uf all statlnns _ls conducted. The Committee alsn found.
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unconscionabkle delay in sfreamlining the procedure for purchase of life
saving drugs. Currently, the life saving drugs are being procured on L1
{lowest) rate aftér inviting sealed enquiries. Furthe'r, to have rate contract of
lIfe saving drugs, tender for which was stated fo be yet-not-Issued, a list of
268 drugs has been finalized after invitation of Expression of Interest {(EOI).
The list has been approved by a Clinical Expert Committee and f-::rrWa_fded fo
the' competent authority for approval for jnitiating E-tender "ﬂﬂ"du'gh_MSD.
The Committee desire to be apprised of the status thereof. They take a
serious view of arbitrary manner of procurémenf of life saving drugs which
resulted in avoidable extra expenditure of € 6.26 crore and recommend that
the matter should be examined for fixing respénsibility for financial
impropriety. The Committee desire to be apprised of the action taken In this
regard within two months of f}rasantatic-n of this report,

The drugs procured by MSD are subject to mandatory test in laboratories

-before supply to CGHS., The Committee are sad to learn that in CGHS
‘Kolkata, drugs were igsued to the patients before receipt of test reports,

which were later reported as sub-standard by GMSD. In CGHS Mumbai
medicines Wt;ll‘fh ? 28.45 lakh received from GTMSD during 2009-12 were
declared sub-standard. Out of these, medicines worth ¥ 15,66 lakh stood
alreédy issued 1o pafients. Further, in CGHS Hyderabad drugs worth ¥

-21,39 lakh procured from GMSD did not have prescribed shelf life and the

shortfalls in shelf life were in the-range of one tp.three months. In

-Ghandigarh drugs valuing ¥ 13.563 lakh expired befween April 2009 and

November 2011 implying that the requirement of drugs was not assessed
properly. Undoubtedly, such instances highlight the ahsence of a fool-proof
mechanism for quality assurance which exposes the patients to the life

threatening hazards of sub-standard medicines. However, the Committes

‘have been informed that the medicines procured _fhrnugh MSO have inbuilt

quality assurance mechanism, . In-house laboratory test Reports are

" provided by the manufacturers. Has if been so, the cases cited in the audit

£xpose a serious lapse/carelessness on the part of medicine handling
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personnel in CGHS. The Committee, therefore, desire the Ministry to probe
as to how inspite of having inbuilt quality mechanism, sub-standard drugs
were Issued to patients by CGHS Kolkata and Mumbai. The Committee also
desire to be appriséd of the punitive action taken against. the ufficers!stéff
responsible for issuing sub-standard c-irugs'to pafients. The Committee are
also given to understand that no lab testing is done on druys purchased
through local chemists since drugs are procured through local chemists on
day-to-day basis and fssued to beneficiaries on the next wurki’ng day. In
such cases, Drug Controller of India keeps llf_tmg random samples for drug
testing. However, periodicity of liffing random samples has not been

mentioned by the Mi_liistr:-,r. Although several measures are stated to héwe

- been initiated by the Ministry to ensure proper guality assurance of drugs

prﬁcured both centrally and lecally, the Committee impress upon the

'Ministry to carry out periodical inspections of manufacturers as well as the

local chemists and exemplary action taken against them so that any
possibility of supply of sub-standard medicines to the patients is

eliminated.

Further, the Commifttee are extremealy concerned that mediclnes, whose
shelf life has expired, are found to be still available in the stores of several
Wellness Centers and- are being provided to the patients too. As

- administering eipired drugs to the_;:.natients exposes them to severe health

hazards and even, death, the Committee urge upon thé_ Ministry to get the
stores of WCs inspectedichecked regularfy and fix reépﬂnsihillty to take
stringent action against the errant.’de[in'quent officials/WC staff. Periodical
inspections of the stores of Wellness Centres are vital with a view to |
prevent the stockpiling of medicines and repiacing the expired stock with
the fresh one. - '

The -Committee believe that . the existence .of any; amount of .
adu{tera{edfspurmtls drugs is fraught with hazarcis to the health: of patlents'
and alt efforts are required to be made to curh the tendency to produce and -

market such drugs. The Committee note that the percentage of drugs
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samples declared spuriousfadulterated during the years 2009-10 to 2014-15
{upto Septerﬁher, 2014) has been 0.29, 0.19, 0.27, 0.11, 0.16 and 0.06
respecfively. While the trend seems fo be coming down, the very existence
of adulteratedfspurious drugs, to whatsoever extent, is a crime against
‘humanity. The Minlstry are stafed to have taken various steps like
announcing Whistle Blower Scheme, iésuing guidelines fﬁr taking action on
cases of suh'-standar_'d drugs, s‘trengfhaﬁing of drugs testing laboratories,
. good manufacturing practices, Introduction of good laboratory practices,
strengthening of drug regulatory system, amendments in Drugs and
‘Cosmetics Act ete. Further, in pursuance of the recommendation contained
in their earlier Report, the Comniittee is héppy to note various inltiatives
taken like creation of additional Posts for Central Drugs Standard Control
Organisation {CﬁECD}, launching of the National Pharmaco Vigilance
Programma, issuance of detailed Guidelines and statljtnry Directions etc.
were also undertaken by the Ministry to counter the menace of spurious
drugs. Since 5purinusfﬁdglterate drugs have serious ramifications on the
life and heaith of the beneficiaries, the Committee emphasize the need for
perlodical reviews fo strengthen the existing remedial measures and
continuous vigilance to curb and eradicate the existence of even negligible
-axtent ﬁf adulterated/spurious drugs: The Commiftee also emphasize that
the manufacture, supply and sale of spurious/adulterated drugs are dealt

.with most stringent penalfles In order to eradicate this malaise.

16.  To, sum up, the Committes find that there have been several deficiencies in
' the management of Pharmaceutical prncuremen.t procedure  for
prucilrement of allopathic drugs for CGHS. The Commitiee ﬁn'cl that 71
percent of the drugs prdc:u'reti consisted of drugs outfside the formulary
despite the fact that prices of drugs in .the formulary are cumparatively'
fower. CGHS resorted to rirac:urem'ént of higher priced branded drugs '
despite availability of low cast hrands. Branded drugs continue o he
" prefsrréd over Generic drugs despite ‘adverse ‘comments from the

Parliamentary Committees. This has caused significant additional financial

"
RE
o
ot
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burden on the exchequer. High incidence of local purchase of drugs andd
irregularities has been reported in such procurements. Prescription pattern of the
Doctors is leading to high incidence of local purchase of drugs. Despite there
being a code of ethics in the Indian Medical Council Rules Introduced in December -
2009 forbidding doctors from accepting any gift, hospitality, trips to foreign and
domestic destinations etc, from healtheare industry, there is no let-up in thls evil
practice. The delays in procurement and non-avatlability of formulary drugs at
_ CGHS Wellness E:antres.led to procurement of these drugs by CGHS Centres from -
"local chemists at higher rate. Life saving drugs were purchased at rates higher
than the authorized list. Drugs were issued to the patients before receipt of test
'rapor‘ts, which were later reported as sub-standard by GMSD. Such instances
highlight the absence of a robust mechanism for precurement of Aflepathic drugs
in the CGHS which exposes the patients to health hazards and causes significant
financial burden on the exchequer. The Committee are further constrained to
observe that the money value involved in the cases highlighted by the Audit
_Constitute only a small percentage of actual procurement. However, the monetary
impact of such irregultar practice would be much higher if the entire procurement
-gystem Is audited. The Committes, therefare, urge the Ministry of Health and
Family -‘Walfare to plug the loopholes and fake timely cnr_rective actich as
-suggesied by them In the preceding Paragraphs and recommend that the Ministry
should -strengthen thelr internal control system to check irreguiarlties in
procurement proceés and ensure procurement of gacd quality medicines at
affordable prices In accordanca wiih the canons of flnancial _propriety. The
Committes also racummend that the particulars of the CGHS Wallness Canfres
| performing well and these lagging behind may be furnished to the Committee and
also placed in the F_ulq_!jc domain periodically. The Ministry should also conduct a
5_tﬁdy of the best health care systems and models in different countries both
developed and developing countries and try {o amulate them in order to ensure .
supply and avaflability of quality medicines at affordable prices in the Counfry.

NEW DELHI; | . PROF.KV.THOMAS
12" August, 2015 : Chairperson,
21 Shravana, 1937 (Saka) _  Public Accounts Commiittee
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HEPREEENTATIUES OF THE DFFIGE OF THE CDMFTRBLLEH
. ﬁUDITDR GENERAL ﬂF INDIA

‘MINUTES OF THE NINETEENTH SITTING OF THE PUBLIC ACCOUNTS

The' Gommittee sat on Thursday the g" April 2015 from 1430 hrs. fo 1700 hrs. in

Committee Room "D, Parliament House Annexe, New Delhi.
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HEFRE_SENTATI‘UES OF THE MINISTRY OF HEALTH AND FAMILY
WELFARE |

SEm Shri B.P."Sharma : y - .-Snt:,n'c:r:at.z':mr_j,.r
2. | Dr. Jagdish Prasad - ~ |- |oGHS
3. |ShiiNS. Kang -~ - | AS&DG (CGHS)

REFHESENTATWES OF THE MINISTRY OF CHEMIGALS AND FERTILIZERE_ '
- (DEPARTMENT OF FHARMAchncALSJ h

1. | Dr. V.K. Subburaj |- | Secretary

2. | Shri Kalyan Mag - | Adviser (Cost), NPPA

HEFRESENTATIUE OF THE MINISTRY OF GHEMIGALS AND FERTILIZERS
{DEFARTMENT OF CRENMICALS AND FETRDGHEMICALS]

1. | Shri Surjit K. Chaudhary - | Secretary

2. At the outset, the Chairperson welcomed the Members and the répresentatiﬁes of the
Office-of the C&AG of India to the Sitting of the Committee. The Chairperson then apprized
the Members that'during the Sitting, the Committee would take further oral evidence of the
representatives of the Ministry of Health and Family Welfare and Ministry of Chemicals' and
Fertilizers (Departments of Pharmaceuticals and Chemicéls and Petmnhemicals} on the
subject "Frocurement of Allopathic drugs in CGHS" based on Para No. 6.3 of the C&AG
Report Nc: 19 of 2013 in the first instance. - Thereafter, the Committee wou[d consider three
draft Reports for adoption. -
| e 3 DL, L e

3 The officers of thg-G&AG_ of India then briefed the Commiftee on the issues relatihg
- io the subject “Pro-::_uremé_nt of Allopathic d__r_uQé‘ in GGHS;'. “Thereaftet, the representatives
of the Ministry of Health and Family Welfare and Ministry of Chemicals and Fertilizers
.{Depa'rtrhents of Pharm'aceutiéals and Chemicale- and Pafrochemicém}, were called in. The
Chalrpersc:n dunng his. mtmductorg.r terriarks hlghllghted the. fc:[mwmg sngmﬂcant lapses in
procurement of drugs required for CGHS:

{i} The Committes éunstitute_d by the Ministry for preparation/revision of éxisting
drug formulary for branded drugs opted for commanly prescribed brands of drugs instead of

g1 ! . i 5
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_identifying  commonly preeer[bed drug composition. The methodology adopted by

the Committee was predominantly based on the prescription of specific brende by the

“doctors.

A{ii) Even the discounted price of the selected Erende had been much higher than

" the MRP of other low cost brands, available in the market.

(i}  Despits f“ irm and wise dlreetrene of the Government, the Ministry eeuld not

finalise the preeurement rates of most of the druge listed in the generic formulary.

{iv] The comparison of the rates of 30 branded drugs with the rates of generic . -
drgs in “Janaushidhi Scheme” revealed that an am.eunt.ef T 11.81 erore could have heen
saved by CGHS, Delhi dunng 2011-12, hed generic drugs been procured instead of
branded drugs.

{(v)  The delays in procurement and non-availability for formulary drugs at CGHS
Centres led to procurement of these drugs by CGHS Centres from local chemists at higher
rates, leading to extra expenditure of T 3.05 crore.

(vi) MSD procured these drugs. through HSCG, instead of procuring them directly.
As a result, consultancy charges of 4.5% had been paid to HSCC uete October 2008 and at
the rate of 2.5% thereafter. In this process, M3D, Delhi meurred an avoidable expenditure
of T 13, 52 crore during the period from 2002-03 to 2010-11.

{vii} Deeplte directions of the Ministry of Finance, leeued at the metanee of the -
PAC, a numher of ATNs have net been euhmltted '

ifuiii:_:- Th_e F'hermeeeuti'cel -Advieery F_erum had not been meeting reg ularly.

fix). . Deta[le of etepe taken by the Depertment ‘o ensure a\.fallebli!ty of essential.

R medjelnee at reeeenehle price were sought too. : :
s SN P

4. . The. Chelrpersen also expressed displeasure of the Committee on the fatt that E

- though there is & clear prehlbltlen for doctors eeeeptmg any gift, hespnahty trips fo foreign
and domestic destinations frem health care industry, this evil practice has been confinuing
and the pharma companies eentm le to Sponsor ferergn frips to doctors and appease them
with high value gifts as quid pro quo. *He, therefore, desired that this unhealthy state of
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. affairs should be brought to the notice of the Government in Ministry of Health and Family
Welfare and also Cabinet Secrefary for taking effective and appropriate action against those
responslble for lowering the image of the- institlition as well as the Government. Before |
'mmmencmg the examination, the Chawperson made it clear that the deliberations of the |
Cr::mr;nittee were corfidential and weré_ not fo be divulged to 'any outsider until the Ra.por_t on
the subject was presented to the Parfiament. The Committee then proceeded with the

examjnation of the subject.

5. The Members sought clarifications on various issues whicﬁ inter-alia included
shoricomings in present system of procurement, flooding of inferior quality Chinese
medicines in the market, dlstrrbutmn and mxfentory management of drugs and measures
taken by the Government te remove the same, excessive prucurement of drugs through
local purchases, prescribing drugs outside the formulary, steps taken by the Ministry to
refrain the doctors from frequently prescribing expensive brarided medicines instead of low
cost yet equally effective drugs, non-updation of formulary list, non-inclusion of 397 generic
drugs In the present farmulary, reasons for giving procurement of drugs for CGHS Delhi to -
MSQ from HSCC.  The Members alsb sought clarifications about the spurious drugs
prevaient in the Indian market and the steps taken by the Government fo identify and stop
those drugs. Thereafter, Members desired to know ahnut the role of Departfnent of
Pharmaceuticals in fiking rate on drugs, total production capacity of drugs'in India and steps

- taken by the Government to improve the same, measures initiated for making our colntry

self dependent in regard to production of drugs, role of National Pharmaceutical Pricing .
~ Authority and Pharmaceutical Adviéory Committee ete. The representatives of the Ministry
~ of Health and Family Welfare and Ministry of ‘Chemicals and Fertilizers {Department of
Pharmaceuticals and- Chemicals and: F’etmcﬁémicais} clarified that being a global lsader,
India export drugs to 220 countries. They appnsed the Committee that 80 per cent of the
raw matena[ for the drugs was :mpmted from Ghma and after prnductmn Indla export drugs
' to fnrelg__n cnun_tnea especially to the entire Africa, They fu rther replled that since January,
2015 ;[he Minfstry of Heaith and Fér_nily_Welfare introduced a uniform Givil Code: wﬁich
: 'ﬁ:-rr'bids the doctors from accepting cosfly gifts,. foreign tiips-etc. They assured that the

: 'lnfcnrmatlon sought by the Committee would be furnished to.them expeditiousty.

| 6 Befcre cdncluclirig the Chairparson thanked the representaﬁues‘ of both the Ministrieﬁ
and aiso asked them to furnish the requisite information that was sought by the Members
. -within 10 days. The Chalrperson also fhankﬁd the representatwes of the Office of the_ g
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C3AG of India for providing valuable assistance to the Committee in  the

examination of the subject.
The witnhesses then withdrew.

A copy of the verbatim proceedings of the Sitting was kept on record,

[# The Gemmittee then took up the following draft Reports one by one for consideration®
() Draft Report on the subject “Ultra Mega Power Projects under Special
Purpose Vehlclas” based on C&AG Report No. 6 of 2012-13.

~ (i} Draft Héport on the subject “Jawaharlal Nehru Natlonal Urban Renewal
~ Mission” based on C&AG Report No. 15 of 2012-13; and

{iiiy Draft Report on the si.;l::jer.:t “Excasses Over Voted Grants and Charged
Appropriations (2012-13) based on Para 3.4 and 3.5 of C&AG Report No. i
of 2014, . '

8. Giving an overview of the issues contained in the draft Reports and comments of the
Committee thereupon, the Chairperson solicited the views/suggestions of the Members..
After some discussions, the Commitiee adopted the two draft Reports mentioned at SI. Nos.
(i) and (iiiy without any modifications. As regards the draft Report mentioned at Sl No. (i),
some Members sugéesied certain modifications and authorized  the Chairperson 1o
incorporate them suitably in the Report. |

g. The Committee then authorized the Chairperson to finalize the Reporis in the light of |
the 'fadtqal verifications, if any, made py Audit and_ present them to Parliament on a-

convehiont date.

The Commitfes, then, adjourned,




