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T
he fourth quarter GDP figure for 2016-17,
at 6.1 per cent, has ‘demonetisation im-
pact’ written all over it; this comes as a
marked contrast to the Q3 GDP figures

which, by estimating a growth of 7 per cent, came
under scrutiny for suggesting that the economy
had been unafected by the huge drop in currency
in circulation. Demonetisation appears to have
impacted the organised sector, which accounts
for three-fifths of the economic output, with a lag.
The CSO’s quarterly estimates are based on organ-
ised sector data, while informal sector output is
arrived at on the basis of extrapolations. In all
probability then, the output of the informal sec-
tor in the third quarter was overestimated. Eco-
nomic Survey 2016-17 alludes to this aspect while ob-
serving (in contrast to assertions of some finance
ministry oicials) that the costs of demonetisa-
tion have been “real and significant”. Therefore, in
Q4, the economy was buoyed basically by govern-
ment expenditure — not so much agriculture —
without which GDP growth was perhaps in the re-
gion of 4 per cent. Construction (which actually
contracted), finance, insurance and real estate,
trade and hotels, electricity, and manufacturing
took a hit. A GDP growth rate of 7.1 per cent in 2016-
17 is well below 7.9 per cent growth in 2015-16 —
this slide seems out of place in a good monsoon
year, with agriculture growing 4.9 per cent. Sur-
prisingly, manufacturing shows a growth of 7.9
per cent in 2016-17 — higher than the new IIP series’
estimate of 4.9 per cent. It cannot be reconciled
with low bank credit growth either. This once
again raises doubts on the accuracy of GDP estim-
ates, which should be sorted out. 

The economy is expected to grow 7.5 per cent in
2017-18. Achieving this would require not just spa-
tially and temporally well-distributed rain, but
also a strong performance by the informal sector,
which accounts for 40 per cent of the GDP and
three-quarters of the workforce. It remains to be
seen how the pressure of increased compliance
under GST, payment of wages by cheque rather
than cash and the ₹2-lakh limit on cash transac-
tions will impact the informal sector. Uncertain-
ties in GST, such as the lack of clarity on circum-
stances under which input credit can be claimed,
could hold back investment in areas where the tax
rate on output has moved to a higher bracket.
Growth is under stress as a result of declining in-
vestment rates — from 30.4 per cent of GDP in
2014-15 to 27.1 per cent in 2016-17. 

With retail inflation at 3 per cent and few signs
of a pick-up in investment, public spending must
show the way in 2017-18. The rise in the proportion
of government spending from 10.3 per cent of the
GDP in 2015-16 to 11.7 per cent in 2016-17 would have
to be sustained this year. The Monetary Policy
Committee could consider a rate cut when it
meets on June 6-7. 

Slowdown fears persist
It may be too early to assume that the economy

is back on track after demonetisation
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T
he goods and services tax
is an enormous opportun-
ity to transform business.
The GST law and the GST

rates together make sure that firms
would pay fewer taxes, face less tax
on tax incidences, pay same taxes
across the country and almost for-
get about State boundaries. 

But to benefit fully, firms will
have to grasp the import of the new
business issues introduced under
the GST. 

The crucial eight
There are eight issues that are cru-
cial for business.

1. Working capital blockage due to
the taxability of stock transfers
between branches: GST makes any
stock transfers to the branches of
the same firm located in diferent
States taxable. This would result in
working capital blockage. Why?
While GST will have to be paid in the
month of stock transfer, input tax
credit can only be claimed when
the stock is sold by the receiving
branch. This will afect most firms.
Those in FMCG and pharmaceutic-
als will take a bigger beating. Firms
dealing with seasonal products will
also be hit hard because even
though production takes place
throughout the year, sales are lim-
ited to just a few months. 

2. The recipient of the goods and not
the supplier would be responsible for
payment of tax and filing of returns:
The recipient would be allowed to

claim input tax credit only when
the previous supplier actually files
returns and pays the full tax on sup-
plies. If the supplier/recipient does
not pay tax, the tax payable on ac-
count of such mismatch will be ad-
ded to the output tax liability of the
recipient. For a sector like retail
where a large number of small
firms supply goods, it would be dif-
ficult to ensure that everyone has
paid tax on the invoices raised. 

3. Buying of goods from firms not re-
gistered with GST would be expensive:
A GST-registered firm buying goods
from unregistered firms will not
get input tax credit. If a firm re-
gistered under the composition
schemes buys goods from unre-
gistered firms, he (buyer) will be re-
quired to pay tax under reverse
charge. Such provisions will put
firms otherwise legally exempted
from registration (on account of
low turnover) at a disadvantageous
position making their supplies ex-
pensive. As the firms would prefer
to source goods from GST-re-
gistered vendors, many unorgan-
ised sector firms may register un-
der GST even though they would be
exempt on the turnover criteria. 

4. No refund of taxes on the use of
taxable supplies as inputs for produ-
cing GST exempt produce: GST paid
on the inputs would add to the
price of the GST exempt products as
the input tax paid would not be re-
funded. Major products afected
would be agriculture products. For
example, taxes paid on pesticides,
insecticides, capital goods for the
growing of wheat would not be re-
funded. Thus, the post-GST situ-
ation would be the same as in the
current system. Refunds would,
however, be available on the use of
exempted supplies as inputs. 

5. A large number of returns: GST
mandates electronic filing of re-
turns. A regular dealer operating in
one State will have to file three
monthly returns and one annual re-
turn. A firm needs to take registra-
tion for each business vertical in a
State. Let us say a firm operates in 10
States and in each State it took four
registrations, one for each of the
business verticals. The total num-
ber of returns it would be required
to file annually would be 1,480. A
firm will need to upgrade IT and ac-
counting systems to meet the needs
of GST-compliance requirements
and hire appropriately trained
manpower. Since GSTN will have
precise details of each transaction,
its software can be tweaked to work
efectively with just a single regis-
tration without sacrificing any
functionality of the multiple regis-
tration or interests of the State gov-
ernments. This would greatly re-
duce the compliance burden. Who
knows, this may be the next reform.

6. Cumbersome procedure for pay-
ments received in advance: Consider
the coming launch of iPhone-8 after
six months. Apple has allowed con-
sumers to book the phone by pay-
ing advance money now. In the
present system, the dealer pays tax
at the time of actual supply of the
phone. But under GST, the dealer
would be required to pay tax as
soon as he receives an advance and
not at the time of actual supply of
goods which will happen sub-
sequently. Input tax xredit would be
available only when the actual sale
takes place. Dealers now will have
to declare the details of each ad-
vance in the electronic GSTR-1 form
(monthly return form for suppli-
ers). If a dealer has booked 2,000
phones, details of each will have to

be entered in GSTR-1 and tax paid on
the money received. All details have
to be reconciled when the actual
sale takes place and the invoice is
raised. Such a procedure will in-
crease compliance cost. 

7. Existing tax incentive schemes
would lose special treatment: States
such as Himachal Pradesh and Ut-
tarakhand ofering area-based ex-
emptions would be afected as such
exemptions will no longer be avail-
able. For continuance of exemp-
tions, they would require reim-
bursement through the budgetary
route. 

This provision along with the
concept of tax collected on destina-
tion principle will influence the loc-
ation of industries. Producer States
will have a lower financial incentive
to ofer such concessions, as GST
will only be credited to the State
where the supplies are consumed. 

So States with many metros and
large cities will collect more tax and
will be in a position to invest more
in infrastructure and thereby at-

tract businesses to locate produc-
tion centres in their States. Under-
developed States with large
consuming populations will also
collect more tax.

8. Treatment of existing tax credits
such as CENVAT, VAT: The carry for-
ward would be allowed as input tax
credit only when the date of in-
voices or any other prescribed duty/
tax-paying documents is within 12
months from the date of transition-
ing to GST. 

There are also other conditions
such as the closing stock must be
used for taxable supplies and bene-
fit of such credit is passed on, by
way of reduced prices, to the recipi-
ent. A careful factoring of these is-
sues in the business strategy would
allow firms to realise the full poten-
tial unleashed by GST.

The writer is from the Indian Trade

Service. The views are personal.

Adapted from his forthcoming book,

‘The GST Nation — A Guide for Business

Transformation’

Businesses must have a clear grasp of the issues emanating from the latest tax reform in order to benefit from it
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How to realise GST’s full potential

AJAY SRIVASTAVA

SA RAGHU

T
he recent outcry against
international rating agen-
cies springs from dissatis-
faction with India’s low

rating of BBB- remaining un-
changed for over a decade, in spite
of many impressive achievements
since then — 7 per cent economic
growth, reduction in debt/GDP ra-
tio, and several major economic re-
forms. 

While it may seem like a storm in
a tea cup, the debate also raises a
few important questions: One, do
ratings really matter, a question
that relates to the rationale as also
the power of rating agencies, and
two, why are rating agencies reluct-
ant to revise their opinions in the
light of evidence, a question which
concerns methodology. 

The rating rationale is straight-
forward: The opinion on “the ability
and willingness of debt issuers to
meet obligations in full and on
time” benefits both investors and
issuers. But unlike private debt, the
contextual rationale for govern-
ment debt can be quite diferent, es-
pecially for developing economies.
The contentious 68 per cent debt to
GDP ratio for India, for instance,
consists of mostly internal debt (81
per cent), owed mainly (75 per cent)
to banks, insurance companies and
the RBI, whose investment man-
dates flow from regulation. 

In fact, banks have been investing
in zero risk-weighted government
securities beyond mandated levels
on safety considerations. Even ex-
ternal debt (6 per cent of total) is
predominantly aid from multilat-
eral agencies, all of which suggests
that our debt is largely rating-ag-
nostic; but in theory, low sovereign
ratings influence the cost of credit
for private borrowers in global cap-
ital markets. 

Another impact, pointed out by
the earlier RBI governor, was the re-
luctance of foreign banks to expand
business in India, as it required set-
ting aside higher capital. But over-
all evidence in terms of foreign cap-
ital flows indicates that foreign
investors have greater faith in In-
dian markets than rating agencies.

A power thing
A larger issue is the power and in-
fluence that the ratings industry
wields. Internationally, the ratings
business is virtually a duopoly with
two big names dominating the
market. But their power actually
arises from their “regulatory li-
cence”, a point well explained by
Christopher Bruner and Rawi Ab-
delal of Harvard Business School in
their excellent paper (‘To Judge Le-
viathan: Sovereign Credit Ratings,
National Law, and the World Eco-
nomy’, Journal of Public Policy, Au-
gust 2005). It means that ratings
are valuable not because they con-

tain valuable information, but be-
cause they grant regulatory li-
cences vouchsafing compliance. We
can see this in banking regulations
(Basel II) too, where capital ad-
equacy rules are built in part upon
credit ratings. 

The paper goes on to describe
how their power grew when the US
government incorporated ratings
into regulation, placing them in the
position “to express their interpret-
ation of good economic policy” to
governments. The sovereign rat-
ings business in the 90s gave them
a further boost, when the so-called
Brady bonds (re-packaged emer-
ging market debt in default) came
into the market. Since then, the
number of countries seeking rat-

ings especially from the Third
World grew phenomenally reflect-
ing not necessarily debt-raising in-
tentions, but “a communication of
their commitment to transparency
and flexibility”, in the hope that in-
ternational capital markets would
look at them favourably.

Too subjective?
Finally, the sovereign rating meth-
odology has often been criticised
for being subjective and reflecting
ideological biases. 

There is some merit here. The
methodology itself is elaborate: ac-
cording to one of the agencies, it
considers five main factors when
rating sovereigns — institutional,
economic, external, fiscal and mon-

etary — amongst several other as-
pects. But as the paper points out,
the problem is with the implied lit-
mus tests of acceptance. For in-
stance, under institutional assess-
ment “a market economy with
legally enforceable property rights’’
is seen as being ‘‘less prone to policy
error”. While this may be relevant
for advanced economies, it would
seem an ideological bias in, say,
Asian countries. 

Similarly, economic assessment
reckons “a wealthy, diversified, resi-
lient, market-oriented and adapt-
able economy as being less likely to
default” — probably why low
growth in per capita incomes and
low tax base are seen as constraints,
as in India’s case. Surely, these can
only grow at modest rates, given
the relative sizes of income and
population. Likewise, fiscal assess-
ment views a low or medium hu-
man development index as a negat-
ive, because it necessitates high
debt to meet the significant short-
fall in basic services — the solution
becomes the problem! 

Many of these factors actually re-
late to structural deficiencies that
take time to fix but if they have actu-
ally influenced the final rating
numbers, then the cynicism about
rating agencies telling us what we
already know would seem justified.

The writer is an independent

consultant

Rating agencies cannot be brushed aside 
They adopt a one-size-fits-all approach. However, they wield clout with investors and governments of advanced economies 
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Pea-brained

Mahesh Chandra, a judge in the
Rajasthan high court, claims that
the peacock is a celibate; the
peahen gets pregnant after swal-
lowing the tears of the peacock! If
this is the kind of information our
‘learned’ judges have, the Indian
judiciary is at risk. 
KA Solaman
Alappuzha, Kerala 

Hone your skills

IT professionals are spending
anxious moments consequent to
the loss of jobs and imposition of
visa restrictions (’Split in IT em-
ployees forum’, June 1). It is in this
context that the split in the IT em-
ployees’ forum within months of
its formation is worrying. Political
parties will take every opportunity
to fish in troubled waters. Unions
may succeed when issues are local-
ised, like in banks and govern-
ment but not in the IT sector,
where fortunes fluctuate with

policy changes and opportunities.
IT employees would be better of
trying to hone their skills. Global
companies would be suspicious of
unions in the IT sector.
V Subramanian
Chennai

The mood is right

Narendra Modi’s visit to key
centres of the EU economy comes
at a good time. The value of EU im-
ports from India increased by 80
per cent in 2006-16 and services
trade has tripled. Bilateral trade
with the UK went up 170 per cent in
this period. The prospects of a big
boost to trade with the UK and EU
cannot be brighter. An imperious
Trump could further favourably
impact our equations with the
Euro Zone. What better Gandhian
ethos can we practice than extend-
ing a hand to our erstwhile colo-
nial master.
R Narayanan
Ghaziabad, Uttar Pradesh

Cry for Air India 

I am surprised at the fading
memories of our leaders and poli-
cymakers with respect to Air India.
It has always risen to the occasion,
be it evacuation, flood relief, air-
lifting in an emergency when no
carrier from any other country
was willing, political commitment
on non-viable routes... The list self-
less service is too long to docu-
ment. But now suddenly Air India
has become a white elephant. It is
not that the employees of Air India
are suo moto acting on their
whims and fancies to run the air-
line. The responsibility goes right
up to the Prime Minister and
everyone has to be held account-
able for the so-called national loss
our finance minister is mourning.
Debashish Bose
Email

China’s way ahead

The articulations by G Parthas-
arathy ( ‘Let’s be wary of China’s

New Silk Road’, June 1) that the
OBOR project may turn out to be
financially and environmentally
infeasible need not sound like mu-
sic to India’s leadership, for China
has already successfully blazed a
trail in the realm of global con-
nectivity. In 2014 itself China built
and launched a 13,000-km long
railway freight route from China
to Madrid that reduced goods
shipment time by more than 10
days compared to sea routes from
Western Europe to China. Then the
Chinese launched a direct railway
freight line linking Beijing and
Hamburg. 

India could have envisioned
long back the benefits from a nat-
ural gas-rich neighbour like Myan-
mar and tried to forge a partner-
ship with the regime there to
build a cross-country pipeline to
transport gas across our North-
Eastern region.. Our inability to
forge timely and prudent geopolit-
ical partnerships is what diferen-

tiates us from China and this is
something our leaders need to be
aware of. Basking in the failure of
our rival’s geopolitical moves will
not help us develop.
Aravind Sridhar
Bengaluru

Don’t give in

This refers to ‘We are bombarded
by political shibboleths’ by EA
Ramaswamy (June1). Come what
may the BJP government should
not get pressured by its labour
wing, the BMS; it must continue
with its reform agenda. Those ad-
opting a partisan approach under
the name of federalism need to be
exposed. We cannot allow PSUs
like Air India run into losses year
after year. The Government should
take a tough stand; it should not
let economics mix with politics,
nor give in to the unreasonable de-
mands of labour unions. 
Bal Govind
Noida, Uttar Pradesh

LET TERS TO THE EDITOR Send your letters by email to bleditor@thehindu.co.in or by post to ‘Letters to the Editor’, The Hindu Business Line, Kasturi Buildings, 859-860, Anna Salai, Chennai 600002.

T
he cyber attack on Britain’s healthcare services net-
work was almost like an Alfred Hitchcock movie where

the opening scene establishes the tone for the rest of the
film. As researchers warn against malware ‘Judy’ that tar-
gets your smartphone, it becomes the third major global
cy- ber attack this month after ‘Ransomware’ that

breached international systems, and ‘Wan-
naCry’. 

Foreign media reported how Ransom-
ware caused operations to be cancelled at
hospitals, ambulances to be diverted and

medical records to be held at ransom. And while this threat
was tackled, the incident gives us a peep into the dangers
that lurk in the dark corners of the net and its potential to
cause life-threatening damage. Earlier this year, the United
States Food and Drug Administration had warned of this
sort of attack being unleashed through medical devices. A
medical device is as vulnerable to security breaches as any
other, it cautioned. The vulnerability increases as medical
devices are increasingly connected to the internet, hospital
networks, and to other medical devices, the US regulator
had said. Think of a situation where your blood sugar read-
ings are linked directly to your doctor or the medical re-
cords are all uploaded on to the internet. And, what if the
readings are altered? The ramifications this can have on
automated medication, interpretation of medical read-
ings, etc, can be life-threatening. 

This is something Indian policymakers need to be ex-
tremely alert to. The mood at present is to be gung-ho
about Digital India and label even the most genuine cau-
tionary note as a Luddite’s rant. But there is no getting
away from the fact that there are trouble-makers on the
dark net who can pull the plug on systems for reasons ran-
ging from ideology to terrorism to sheer mischief. Finan-
cial institutions worry that the biggest threat of financial
crime comes from the cyberworld —a clear red warning sig-
nal here for healthcare, as an attack on medical devices and
data will put lives at risk. 

PT Jyothi Datta Deputy Editor

Dark side of the net
How it afects your medical records and treatment is scary
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ACROSS

01. Having close association with
(4,2,5)

08. Comments (5)
09. Part of electric kettle (7)
10. Hangs about (7)
11. Tied (result) (5)
12. Geographical area (6)
14. Stops (6)
18. Small biting insect (5)
19. Stops functioning (5,2)
21. Vexation, annoyance (7)
23. Lift (5)
24. Resultant happening (11)

DOWN

01. Man in charge of dog (7)
02. Earning as a clear profit

(7)
03. Publish (5)
04. Oily, slippery (6)
05. Later than expected (7)
06. Female sheep (3)
07. The Devil (5)
13. Swarm over, infest (7)
15. A sitting (7)
16. Topmost (7)
17. Type of cake (6)
18. Scofs at (5)
20. Greek island (5)
22. Part of circle

circumference (3)

ACROSS

01. To be in cahoots with
somebody, fingers should be
warm (4,2,5)

08. Makes memoranda of what
musician utters (5)

09. Essential part of fire, say, to the
Greeks (7)

10. Loser is upset about it and
hangs around (7)

11. Tied, like a picture in crayon (5)
12. One might be wrong to ignore

this area (6)
14. Doesn’t go on with lawsuits the

East is involved in (6)
18. Among them I’d gestured to it

as a cause of irritation (5)
19. Engine stops working, so one

prepares to go home (5,2)
21. Tea? Smile broadly that it

should be cause of vexation
(7)

23. Put up more to come in one’s
wage-packet (5)

24. Study the order cards may take
as a result (11)

DOWN

01. Man with dog is right to go
after the title (7)

02. Getting -- after paying tax -- an
open fabric (7)

03. It is an edition for the
children (5)

04. Slippery as it may appear in
the hair of the elderly (6)

05. Deliveries from bowler
awaited when payment is
late (7)

06. She puts in a sheepish
appearance in every new
enterprise (3)

07. Poles getting around at a Devil
(5)

13. Invade somebody with words
carried on to next line (7)

15. During which those who stood
take their seats (7)

16. Presume such changes may be
needed for the very highest
(7)

17. Victoria, for one, will make one
behave like a parasite (6)

18. Derides such simple garment
as is made head-to-foot (5)

20. Firm that ruled fur on the
island (5)

22. Circle line held up in scenic
railway (3)

easy not so easy

ACROSS 1. Aristocracy 8. Up-to-date 9. Logo 10. Means 13. Writ 
16. Eros 17. Soar 18. Soap 20. Yards 24. Agio 25. Misnomer 
26. Refrigerant
DOWN 2. Rote 3. Sidle 4. Often 5. Allow 6. Businessman 
7. Mortarboard 11. Annoy 12. Saver 14. Room 15. Coda 19. Proof
21. A-wing 22. Diner 23. Amen

bl two-way crossword 863

SOLUTION: BL Two-way Crossword 862

TR RAMACHANDRAN

I
ncreased penetration of
hand-held devices and aford-
able internet plans have
boosted m-commerce in In-

dia. A research by IDC has projec-
ted global mobile payments
volume will reach $4 trillion by
2020. A recent Visa survey found
that 90 percent of consumers in
India are interested in making a
purchase via mobile payments in
the next six months, and more
people feel mobile payments are
safer compared with cash. De-
monetisation has provided a fur-
ther fillip to cashless transactions. 

But with the increase in inter-
net penetration and mobility, se-
curity threats are also going up.
How do we address the increasing
vulnerabilities created
by these new form of
payments? One answer
is tokenisation. Token
services are designed to
ofer secure payments
with a broad range of
connected devices,
across multiple digital
wallet providers and with future
payment innovations. It helps pro-
tect transaction by replacing sens-
itive payment information with a
unique digital identifier or
‘token’. This encrypted token
keeps actual card details private
and has no value if compromised. 

A paradigm shift
Tokenisation is an added layer of
safety in digitised payments that
create a water-tight security envir-
onment. This is how it works. A
sensitive personal and financial
data gets encoded into an alpha-
numeric number and passes
through the system to the bank
which decodes it and efects the
payment.

Throughout the payment pro-
cessing chain, only the token
travels from one payment pro-
cessing entity to the other. So, any
attempt, to interfere/intercept the
data will reveal only the token
number.

Customers will no longer be re-
quired to store card numbers on e-

commerce websites making them
susceptible to threats. 

Tokenisation is greatly benefi-
cial not only for the customers but
merchants as well. Acceptance of
tokenisation in fact helps them
achieve the twin objective of be-
coming more customer centric as
well as cost efective, as tokenisa-
tion does not require merchants
to make substantial changes to
their payment acceptance sys-
tems. 

We are moving towards a future
where the universe of networked
devices is set to grow beyond
laptops and hand-held devices to
car dashboards, wearable techno-
logy and even day-to-day objects.
As customers seek greater con-
venience through automation, it
is reasonable to anticipate that

will all their devices
connected through
cloud technology they
would want to carry
out a financial transac-
tion any time and any-
where. 

The primary enabler
An exciting future awaits the pay-
ments industry in India, as all
stakeholders and regulators come
together to achieve a ‘less-cash de-
pendent’ and eventually a ‘cash-
less society’ in the country,
through universally accessible, ef-
ficient, innovative, safe and con-
venient e-payment products, tech-
nology and capabilities. 

The success of creating a cash-
less society would be determined
by the people’s willingness and
confidence about to embrace new
modes of payments. The success
of all initiatives to encourage di-
gital payments rests on two crit-
ical foundations: a) eicient infra-
structure/delivery mechanisms,
b) supported through strong
measures to build a secure trans-
action environment. Token ser-
vices has the potential to redefine
the current payment ecosystem
while also enabling a safe and se-
cure experience for the customer. 

The writer is Group Country

Manager of Visa India

Securing e-payments
Token services add an extra layer of security

SURENDRA MANTENA

I
n a widely publicised speech
given at the opening of a hos-
pital in Surat on April 17,
Prime Minister Narendra

Modi indicated that his govern-
ment may bring in a legal frame-
work under which doctors will
have to prescribe generic medi-
cines. 

During the same occasion he
said, “It is the Government’s re-
sponsibility that everyone should
get health services at minimal
price”. It is a noble intention and
indeed the responsibility of the
government to make healthcare
accessible and afordable to all. 

However, I might add, without
compromising on the quality and
choice of care.

A landmark act introduced in
the US in 1984, “the Drug Price
Competition and Patent Term Res-
toration Act” transformed the
drug market in that country by al-
lowing a generic medicine, that
has demonstrated mere bioequi-
valence with the branded drug, to
be dispensed as a substitute for a
prescription of the branded drug. 

The generic drug would not
have to undergo a complete clin-
ical trial to be proved equivalent.
Subsequently, this model has
been followed in other countries
and today most OECD and other
developing countries accept the
substitution of a branded medi-
cine with a generic equivalent. 

Further, a study published in
JAMA in 2008, “Clinical equival-
ence of generic and brand name
drugs used in cardiovascular dis-
ease: a systematic review and
meta analysis”, concluded that
there was no evidence of superior-
ity of brand name to generic
drugs.

However there is an important
caveat here. In all countries where
this substitution is widely imple-
mented and accepted, there is
also a strong regulatory structure
in place to both certify and mon-
itor the veracity of the drug test-
ing and enforce the compliance

with GMP (Good Manufacturing
Practice). Without this framework
in place, the argument for substi-
tution is significantly weakened. 

Given this background, the
need of the hour is not a piece-
meal legislation mandating the
doctors to prescribe generic
medicines, but a holistic legislat-
ive and regulatory framework
that addresses both the quality
and afordability aspects. It is
commendable that the govern-
ment, recognising the need to
protect the rights of a home
buyer, has enacted RERA to regu-
late the real estate sector. 

Need a better regulator 
I would argue that the need for a
muscular drug regulatory author-
ity (DRA) is far more urgent. 

The DRA should serve the dual
purpose of making the rules sim-
pler yet stricter, while having the
required resources to enforce
them efectively. At a minimum:

1. Every drug manufacturer
should publish details of its man-
ufacturing facilities, specifica-
tions, capacity, certifications, all
subsequent inspection reports to
a central portal.

2. Products should be approved
as generics based on whether they
are pharmaceutically equivalent,
bio-available, and bio-equivalent.
The bio-equivalence study should
be as per the protocol defined by
the DRA, and all the results of such
studies should be made publicly
available prior to releasing it to
market.

3. All new products or new com-
binations of existing products
should be subjected to a more ex-
tensive clinical study to prove
safety as well as efectiveness. A
mere bioequivalence may not be
enough in this case.

4. Facilities which do not com-
ply with GMP should be immedi-
ately barred from production un-
til such compliances are in place
and products made in such a facil-
ity should be immediately
recalled.

5. All products should be

tagged with a unique RFID, bar-
code or such similar identifica-
tion to ensure traceability from
manufacture to consumption.

6. Generics should be labelled
and sold as such in order to pre-
vent a brand to brand substitu-
tion rather than a brand to gen-
eric substitution at the retail level.

Additional steps
With the above regulatory frame-
work in place, additional steps re-
quired to ensure widespread dis-
semination and adoption of
generics would be:

1. A government maintained
portal with information about all
licensed branded and approved
generic equivalents searchable by
product name or composition,
freely accessible to consumers,
pharmacists and retailers includ-
ing the price. The portal will also
provide an ability to verify the au-
thenticity of the product based on

the unique product code.
2. Capping the maximum sale

price of the generic taking into ac-
count the cost of making the drug
and distribution and retail
margins.

3. Mandating all public sector
organisations and governmental
healthcare institutions to dis-
pense generics only for all drugs
where such equivalents are avail-
able. 

4. Modification of the drugs
and cosmetics act to allow dis-
pensing of generic as a substitute
for the branded drug at the hos-
pital pharmacy and retail level.

5. Mandating the retailer to
maintain at least one generic
equivalent wherever available for
every brand name drug in his in-
ventory. This will ensure that the
customer always has an option to
buy a generic and incentivises the
manufacturer to produce them in
the first place due to guaranteed

widespread distribution.
6. Mandating the retailer to dis-

pense medicines along with an in-
voice mentioning the unique
product code to ensure traceabil-
ity and transparency.

7. Mandating the doctor to
write an accompanying reason
with the prescription if he or she
feels that the patient should take
only the branded drug, in the ab-
sence of which a generic sub-
stituion would be the norm. 

Enforced with punitive fines for
non-compliance, these measures
will not only make medicines af-
fordable to all, but also give the
customers the choice without fear
of compromising the quality of
their care. 

It will also ensure that the or-
ganisations who play by the rules
are not undercut by rogues.

The writer is chief operating officer,

MedPlus Health Services

Pharma sector needs a RERA-type law
Rather than merely focussing on making generics mandatory, a regulator ensuring quality and affordability is called for

Stack them up Affordable medicines must be in supply AFP
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Talks with IBM for recast of TISL software, services

IBM is currently negotiating with the Tata group to
restructure the software and services arm of Tata
Information Systems Ltd, a 50:50 joint venture between
the Tata group and IBM. Among the various models for
restructuring which are being considered include
financial restructuring. Importantly, no financial
restructuring is being considered with regard to the
hardware business. This was confirmed by the TISL
President, Mr. Pawan Kumar. When contacted by Business
Line, Mr. Kumar said: “Discussions have been going on
between IBM and the Tatas based on various models for the
restructuring of the software and services group.” 

BSE negotiated deals on trade-for-trade basis
Pursuant to a SEBI directive to all stock exchanges, the BSE
has directed its members to settle all negotiated deals on a
trade-for-trade basis from next week. Earlier, the BSE had
given its members the option to settle negotiated deals
either through the clearing house or on a trade-for-trade
basis. Stock exchange sources said the SEBI move was to
ensure the illegal kerb deals (deals struck outside the
trading system after market hours) which were usually
speculative in nature were not brought into the system. 

Bottlers up in arms against Coke plan
Coca-Cola India has told its bottlers that it will increase the
prices of the concentrates of its soft drink brands shortly,
even as the bottlers are crying hoarse that the move will
only squeeze their profit margins further. Though the soft
drink multinational is yet to oicially declare the price
hike, in recent meetings with the bottlers, senior oicials
of Coca-Cola said that the price of concentrates would be
increased by around Rs. 2-4 per crate with efect from July 1. 

TWENTY YEARS AGO TODAY

BusinessLine

B Pro-Telangana forces are
likely to launch a new
political party today,
coinciding with the State
Formation Day. The aim of the
new party will be to unite
people and social forces that
genuinely worked for the
cause of separate Telangana
and have subsequently been
ignored by the ruling
Telangana Rashtra Samiti. 

B BJP President Amit Shah
will arrive in
Kerala on a
three-day
visit. The
visit comes
at a time
when

several protests are being
carried out against the
Centre’s cattle trade rules. The
BJP is trying to widen its reach
in the State after it secured a
seat in the Assembly last year
for the first time. 

B Mercedes-Benz will unveil
a smaller, more fuel-eicient
2.0-litre diesel engine in its
recently-launched, all-new
E-Class on June 2. The E 220d
will be the second diesel
engine for the new E-Class in
India, the other one being a
258hp, 3.0-litre, V6 diesel. It is
expected to be priced at ₹57
lakh. 

B Nissan will launch a
refreshed
version of
the Micra
hatchback
today. Likely
to be priced
at about ₹6

lakh for the base version, it
will compete in the same
space as the Honda Jazz,
Maruti Suzuki Ignis and the
Hyundai Elite i20. 

B The European Union and
China will hold a summit in
Brussels on June 2, the first
since the election of US
President Donald Trump.
China’s premier and the
heads of the EU’s main
institutions will aim to
deliver a strong statement in
support of the Paris climate
deal that Trump has
threatened to withdraw from. 

https://telegram.me/TheHindu_Zone https://telegram.me/PDF4EXAMS




