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: Drug that could save

thousands is off the shelves

DRUG THAT

COULD SAVE

THOUSANDS

SHELVES

A nationwide supply crunch
of human albumin, essential
in the treatment of cancer,
liver ailments, burns and
more, has hit patients hard;
pharmacists say the reduced
price of the expensive drug,
has made importing it
unviable. Vinod Kumar Menon
reports on P10-13

13,849

Cost of a battle
{20r% in 100 ml) of
human albumin

mid-day

muonday, januang M, JO05

The cost, before National
Pharmaceutical Pricing
Autharity imposed

price restrctons

OFF THE

mid-day
investigation I
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Varsha Chandan, a Bver cirthosss patient for the past sight years, nesds albumin fwa to three
tenes a wepk. She had to be hospitalized recently as she missed her dose fwice due 1o
nor-avalability of the drisz, FICHSAYYED SAMEER ABED]

murmhiad, web www.mid-day.com, bwither g@mid day

Human albumin has
been off the shelves
for months, leaving
patients and their
families desperate;
experts say the
supply crisis is not
just in Mumbai but
across India and the
neighbouring
countries

VINDD EUMAR MENON

ol imagmmbd—d s onm

SHEETAL SHETTY was in the
Intensive Care Unit (IO of the
Powai-hised  Hirandani  Hospital
where she was admitted for o liver
tumear. When the treating doctors
wld her younger brother Baj to pro=
cure human  alkamin it predeIn
foundl in blood plasma and which is
prowdeeed by dhe liver = he had mo
iden oo toegh it wondd b A mitions
wide supply crunch has put human
albnmin off the shidves sinee the past
few mainths, resulting in hlack marke-
teering and often dewths of paticnts
umnithle o get hald of it.

Human albumin & wsed to treat
mtienits suffering from lver allments,
citncet and even burns. Like Shetty,
thrmsands of desperate relatives all
ower The conntry ane contacting every
possible sowree b lay their hands on
something that is getting alammingly
imaecessible,

Fing (ot sanvs bz b e il =1 vis=
ibed almiest every medical shap in the
city” he saws, 1 eould not fined 7t any-
where, | finally fmmed & contact whio
cold armnge o imported  homan
albumin manufactured by the 5=
hised company Baster,” Shetly saud.

Fyentually, Sheetal (42} died on
Jamuary & this year, But, in w testimos=
ny aof how badly the drug s needed,
the frar hottles that remained umesed
were picked op by relaiives of other
pttiems within an hoar.

Passing the buck

Despate the urgency of the problem,
the discussion summonnding it mostly
seems 1o he a blame game between
the stakeholders in the lmman alho-
mim industry, To see how difficult 1 is
o proeure the protein, mid-day called
severit] chemists and hospital phar-
maries in the city and reccived the
SiMme response - nol available,
There is no record of the togal

suman albamin s ofien used to replace lost Aukd and belp restore bloed volume in brauma, Burns and surpery pallents. PICSATYED SAMEER ABED]

33,849

wlhbumin eodlection in Indie, as 1t s
only one of the hyprcucts extracted
from human plasmic. Moreover, there
s o spstem in trck the demand and
suppily of lnrman albumin.

A pharmacist ab Bombeay Hospital,
e of the citys mitjor healthoane cens
tress, lodel mibd-clay that they do nist
hive fumin albiumim in their stock
for ewer three months, <On average
we get five or siv enguines i day from
Mumhia as well as Hagasthan and
Grugan,” he said, = Bog we are helpless.
We depend on wholesale stockists
wherthemsedves do mot receive regular
sl

Cmee casily wilichle, the proteins
short supphy now could be an unfiore-
seen offict of the grvernment’s move
tncontml ks price dhe b lower profit
marging, o Mumbai drog stockist
revealed, *The shortage has boen Tt
since the  WPPA {Matiomal
Pharmaceutical Pricing  Authority)
imposed price restictions on the dmg
in seplember 2004, The drug was ear-
lier beimg sobd for 35,200, while the
current price is 13,5849 (209 coneen-
tratiom im 100 mil wind} . This has maxde
it unwiable o import the drg”

I Imcia, any homan hlood ohe-
memnd like BBECs, platelets, plasma, or
fiarmien albumian anz treated as drgs,

[m' d-day )
investi

Desperate patients
wait for drug

gation I

and they can be hroaght amder price
control as they are categorised as
pasentinl drogs. However in cise of
human albumin, which = mostly
imported o Indin, the price cap
mestnt it mide no business sense fr
whilesithers and retiilers.

When pressed for answers, [ilip
Mehia, president ol thix
Pharmaceuticals Whnlesalers
Association, Mumbai, Blamed mon-
sonn=redated ailments like dengue
and madaria for the present shortage
ool humien albumin. *Human Albumin
wits ilways in short sopply in the
pomntry, as it is one of the most pre-
scribexl dnags because of the safely of
usige, Al nos, apart from patients
of liver cirrhinsis, bums amd cimcer,
even patients sufferimg a dip in
platedets due to monscon ailments ane
demanding hwman albumin,” he sakd.

Oinly two in ewvery 10 patients
mamage b gl the drug teday, and the
situation will remain the same: for the
next fiew months, until some argent
meitsares ane aken at the miano e
turer = andd the central gerernment -
le=vedl” Bdehita aclded,

Shkingly, only 25 percent of the
demand in the estimated %200 cromne
market is mel, Around 70 percent is
either impuorted as producet or impon-

Coast of wach 100 mi vial af
albwmin (30% concentration)
% | (0%
25% 0
The The percemage
pErc ntage of plasma or
demand met | plasma
by the current | progein:based
supplhy of progducts
albiemin in imporbed by
the cownkry Intha

e s froeen plasma and balanoe 30
pereend is manafaciured locally by
using plasma collected looally.,
Wasted resources

While strckists blame the shortage on
the: prcing change amd on the mse of
mimsn ailments, others blamed a
shirtage in bl collection and some

cithiers said available hlowad was being
wastedl,

Im fact, this newspaper had camrisd
a repert aboal the stade-nan 81 George:
Hospial, where 445 litres of whide
hlew=l and another 91784 lhbres of
plasma were wasted due o espiration
hegween Jammary 20012 amd  Angust
2002 CRT] reveals rampant wastigge
of  domated  hleod) micl-day,
Movember 9, 20190

5 T Patil, Joini Commissioner,
FIxA, confirmed this. “When we
inspected 5 George's blood bank we
fomnd they wene imndosd wasting the
cxcess bloowd amd plasma,™ he sawd
“Hevwever, we have taken in writing
froum 52 George oo hank that here-
after all their cocess hlood and plasma
will he supplied 1o other hlood banks
or hospitads”

Further guestinns were rised
when an BT activist foumd discreps=
ancies in Ehe hlosd collsction data
Recnnds nbdined under BT from 37T
Haspaal in the wear 203, showel a
inkal of 955 units of blreud had been
crillerted, But records at the Muamba
Msirct  Aids  Control - Socicty
(MIACE) shiwed that G hospital
hid collevted only 276 units in the
same perinc.

While the hospital’s supetintens

For a

longer

life

Fractipnating blood into different components enhances its shelf life,
since each component has a different expiration peried = 35 days for
whole blood, 82 days for red blood cells, 5 days for platelets, one
year for frazen plasma and 39 moaths for albumin

dent, v B Ewllami was unavailable,

L Resiclent Medical Officer (ERICH
O Ganesh Doiphode, fownd that
acconding wr the blewxl Bank reoonds,

e hoapritad hesd collevted G55 units of

bl T 20008, Fle explained that the
discrepancy In reconds oould have
arisen “from a technbsding™

The plasma economy

In order to truly understancd the
inide story 1o the albumin shortage,

it's important o have an overview of

Lher aystem and eootiomy surroanding
its evlbeetion aned processing

An estiaved 338 million litnes of

plasma are Fractionabed  every yvear
plobally. Fractionation mesans a segre-
pation of different  protein and
pepdibed and other pharmaceutical

Ones the plagma centre and Iractianalian wnil al Shalabdi hosaital bacome
luncibanal, it will b able o mesl albumin reguiremenls ai crde run baspital aoross

1he s1ale PICPRADEEF DHIVWAR

warius terapeitic neguinements.

Hessver, most of it B processed
and consumed in places aoch as the
IS, Eurogwe, Japan, Soath Kons, ete.
Imulizs anc many of Is neighboors ane
compkebely dependent an upply froem
these countries, as they have not
eyalvid their own capability 10 either
souree the plasma locally or w manua-
Eactuwre Lhe therapeuthe prodocts. This
i mt only expensive, bt iz bighly
undesicable in terms of loag-term
health security. This situation is also
against the  World HMealth
Onmnisation’s recommencations on
wvuiding oress border mosement of
Bl prslucts.

Dr Mabajpoth Choudbury, secne
tary gemeral of the Asbn Association
of Transfiskon Medicine, New Dethi
(& registonsd sy of gpecialists from
12 Msian countries ) said, *In India, we
have thinee plasmea fractionation come-
panies, while [ran has ane, The rest of
the SAARE countries oo not bBave
sich st ups, Thee eompanies send the
plismi aboxsd e fractiomstion and
ther etrcted] prochscts like albuarin,
imrmumglobalin ete are then market-
el bere which makes the overhessds
EXpEma e’

try really meecded was o B given a
freser rezim, moch like the dairy indus-
wry. This woukd neliese mamefctoners
ol the restrictions pleced on pricing,
imprart and export and other aspects
ol thee dirug.

“The govermment should give a
frews hamd B0 manufacturers renoing
lracthenation centres in the country,
supparted] by o pood  regolabor
lramesork and minimal congrel poli-
oy, which will belp them meet the
large dermand for swch life saving
drugs at an economical rate,” sdded
D Choudbury:

Hiswever, Abmedabad-based
pharmaceutical expert Blani [ver says
that the probdem poes decper. D
prmneened the development of biokeg-
ical prrerducts from recovered Buman
pladmey soureed] fhom Incian blowsd
banks, amd achieved fractiomation of
ke g thronagh contract frsctione
i at KGO (Korea) He B also a
member of the Steering Comimite:
ol up by the gosernment’s Scienco:
anel Techdogy department.

Speaking  w mid-day  from
Ahmeslabal, [ver sakd the persisient
s hrtage of plasma-based thempeatic
products in the South Asia negion was

aoimpenentization of bleod ar the
o] bk Jevel ™, which resulted in o
lack of qualiy plasma. This in wen
wis caused by Slow imvesiment in
lechnology  towards  component
prepantion, quality stancard geation
and storage”

“Thix vicios cyele of underinvest-
ment leading w0 shortage can be
addressed by evolving a regional
sty The issue i best addmased
by Blood bamks, which are the only
spnee of placma, the baske raw mabe-

rial required for manufacioring of

lumsan albamin,” Iyer acced.

He explained thar while Bl
baunks separate plasma from whole
Iiwc], thes e b ecquipiped Lo sep-
rate  albumin from  the plasma
lealing w0 75 peor con o it being wast-
. This could become an exeellent
spurce fior the frsctionation incdusry,
a8 India alone collects arcand 7 mils
I umits of bhood yearly and heas the
ptential v generte plhasma for frac-
thomation in the range of arsund 2 s
25 million Jitres yearly

Fimaling solutions

Perhaps a resolution to the probilem
aould be an the cards, a3 the NPPA
will seon convene to discuss the pric-
ing and aupply problem of buman
albiumin. “We had @ meeting with the
minnugaciurers of the human albwmin
dinig tor discoss the ssue] sid A K

aclministration, XPPA, Mew Delhi

I couple of months (by March},
the Mational Plasma Frwctionation
Contre (NPPCH B also expected 1w
Besgin operations at the mew wnit al
Sheatabadi bospital in Gosandi, which
can handle up o 20,000 litres of
plasma for fRctination.

Meawhile, in Ahmedabad, Dyer is
currently working on a technologicad
st s the prealkdem. According w
hiimm, the current standand fisrmat fol-
lovweedd thee worded over B frctionation
tacilities s not soRabbe for Incia, as
they involve a mammoth investment
upwarnd of S1o0 million, muocls moee
than individual pharma companies
will b willing o pat in fusne.

B0, he B currently atbemping
tevelop an end=teecnd miodolar plas-
ma-fract kinating patiem o process
i fiew thonsand [res, This will ke
cans of negional needs ancd will be
capable of maintaining a steacdy, cose-
eflisctive suppdy. This will be dome
either directly theongh Blood banks or
by developing a commercial under-
sanding with pharma companies.
This initkmive & supported by the
povernment’s deparnment of Scienoe
and Techmology, the Centre for
Birseparation Technology in Vellore,
Chemmnai as wiell a3 a aouple of ghabal
technology players.

Tumn to P 12 for case studies

ertities from human plasma used Gor

mid-day
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Aveording to him, what the incdus-

dliry

because of “the low prevalence of the

Khurana, direcon,  pricing

Did

anel

‘While in the US and in Euroge, consumgtion of

human albumin adds up to abowt 400 kglmillion

you
know?

persons, the consumgtion is far lower in India,
al aroimd 1kg/millian persons

‘Without human albumin,

Case studies

VARSHA CHANDAN (53)
Residence - Ghatkopar (East)
Ailmenl = Liver circhosis

Since — 8 years

DIMESH CHALHAN (21}
Aesidence = Reay Aoad
Ailment - Accldental
buems

Since- |auary &, 2015

For the past four manths, fluid
has been accumulating in
Varsha's livier, and she was
prescribed human albumin by &
liver specialist, She is supposed
bo take the drug two to thres
times a week, but it has been
hard to find a steady source for
ik,

Her husband, Prasween Chandan
said, “We had to skip her
dosage twice duwe to nom
availability of the drug, and her
condition deteriorated 20 we
had to hespitalise her recently,
Without hiuman albumils, my
wife's health is at stake.”

.|. L 8
FICINPALEH DT

VASUDED CHAMDAK (T4)
Resichrnon — Malad (Wiest]
Milment - Liver cirrhaosis
Since - G years

Vasuden wad advised to take the
drug twice a wesk, but his family
has had troukle finding enough of 18,
despite the fact that the
manufachuring umil i3 in Mumbal
itzelf.

“If thee government brought the diug
under price control in the interest of
thousards of patients acrozs the
country, then why is the goeermmant
niot daing anything bo make it easily
available?™ said Yasudeo's son,
Viinay Chandak.

“Duwring an apprenticeship at a ship dismantting
unif, my mephew's clothes caught fire and he was
broupht to Masina hospital in Byculla with 40
peercint barm injuries, that badly affected his belt
hand. | went to almost all possible chemist outlats
searching for human slbumin but could not find it
Even the hospital pharmacy cowld not amrange for it
initially," said Dinesh's wncle, [agdish,
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my wife’s health is at stake’

DOCTORSPEAK

Dr Geeta Billa

Cansuliing
Gastraenterologisl
fHepadologis:

Hiranandani hespital

" a liver specialist |
b to prescribe human
albumin to most of my patients. 1 can
anly prescribe but cammed procure the
same and have to depend on the
huspital pharmacist, wha has heen
unable to get the same from stockists)
manufacturer sinoe the past few
months. On an average | come amoss
5 bo 6 lner patients daily who ane
running from pillar to post to get
human albumin,”

D Kekan Vagholkar
Cansulling surgecn
|upiter hespital

"In the surgical context
the need for alburin i
great, especially in
patients wha are undergoing supra
major lvar or ntestinal surgery. This
& more applicable in patients wiho ane
malnourished, The putcome of the
surgery after admindstration of hurman
albumin is muwch better than
othervise, When the product is nied
available, one has to resort to
iraditional plasma trancfusion, which
abwicousky increases the chances of
dizease fransmission”

Dv. Subas Alhyankad
Corsulting plastic
SUrgean

Mazina haspital

"I sesere burn cases,
khirie i5 hiravy loss af
body fluids and
patients’ protein levels go down
rapidly. We have to depend on various
blood components to treat the patient
and ome of them s human albumin, as
it helps in bealing and repairing of
wounds apart from keeping blood
pressune from fluctuating, At present
wee have 17 sewere burn cases in the
hospital, bat cur hospital's stock of
human albumin was exhausted a fev
months ago, The dreg's shartage has
caused severe inconvenience to not
anly the redatives searching for the
drug, but atso to the treating doctors
wha face challenges in patient
management.”™

‘ 25 million litres

Thee patential plasma available for
fractionaticn from the 7 million wnits
of blood colleched in India every year

‘Price control has put pressure

[N a discussion with mid-day,
K Y Subramaniam {in picl, presis
ahend amd CEC of Belianes Life
Scyemees tlks abhont homan albao-
miim, fts shortage amd the pessible
reasans and solutions for the
issiae,

MD: Wiy 15 there an uneven
supply of plasma proteins in the
Imidkan market today?

SUBHRAMAMNIAM: [1is nist a
stbuation of uneven demand, bud
of uneven supply. The plisma
predeing markel in India s
growing af whout 14 per cent per
vear, and & currently estimated ot
B0, 00 litres, Alhumin supplics
frovm imcustry mitjors intae India
hias hieen happening depending
am the surpluses available i the
115 aned Europe., [VIG supplies
were largely coming from Chine,
hat this his come down with
imerese in consumption within
Chira, The current albumin
sapiplies are estimated at

Action against overpricing

HOC0D vials of 0% oo, in
1out ml. There is carrently o
glohal shortage of alhuman, This
miakes internaticonal companies
plece withier bess or no products in
Inclia becase price paints in
Indlia are far lwwer than
develaped coumtry markets.

MD: What effect has price contral
had on the drug's supply herat

EUBRAMANIAM: With jusi
raw malerial costs making up 55

BMC to hike drug price

oy

on Indian drug manufacturers’

Reeling under onmanageable

requirements of grvermmeent- and

dhirevior of BMedwn] Educaion ok ihe

overhesd expenses, the BMC has
dbesridded 0 increase the priee it will
provide himan albamin ae.

“The Mational Plasma
Fractionation Centre al KER hospital
has & streck of areund 1,000 holiles of
Fermam lhamin (2 o st week) and
aiar first preference is o cater o the

BMC-run hespitads. Our present MEP
for afhamin for indoor patients is

mil}, and 3,849 for outside patients.
Wi intemd 10 merease the cost by
wneitheer 200, as the overheiud
expenses, mcluding procurement crst,
ire high,” said Dir Suhesind Magda,

copporation and major civie hospaals.
While the prvermment currenily
coillects plasmi and sends it to Korea
for fractiomatson, Dr Magda siid thet
amee the fractionation unit ab Shathedi
hespatal heeame fanetiomal, i wonkE
bz @bl b mieet alhumin renuairements
at vivic rmun hospitals acmss the state,

o G0 of total costs, mirgins
beeome very thin. As a result, the
pressare is on an Inekian
manuaiEcturer like Relinnee: Life
Sriences wr prcluee and sell.
Belinnee Life Schencos can
enhance production with
idditicmit] plasmi supplies and
wlsn create new capacities.
Eelinnee has boen working on
importing plasma, but has 0 get
MO s Froam [CME and approvals
fram DG for whach
applications are pending.

MD: Why does plasma need o be
imported when we can get the
same in our country through bleod
domation camps?
SUBRAMANIAM: The tatal
wnlume of plasma reguired o
titin self=snffickency in plasma
pratein provducts in the coumtry
canniol be abtained through
hlond donation cumps, Wi haie
mfirmities in the Blood collection,
crrmpenent sepseration and
plazma supplics wlue chain,
Hemee one neesds to impon
plasma froam cther countrics,

The plasma probein
marufaciuring Eacility
at Reliance Life
scinnces. Te mest the
grawing demand the
campany imlends ie
import plasma, pending
permission from MR
and DGl

PIC COURTESY RELTAMCE
LIFE SCMEHCES
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Springing inte action after the
HFFA put a price cap on albumin
sales, the State FOW has alveady
started taking action against
stockists and dealers for
overcharging customers.
Confirming the mawe, 5T Patil,
|oint Commissioner (Drsgs) of the
Foeoel e Deniggs Association sakd,
“Acting on a complaint, we laid a
trap at an gutlet in Wadala,
seized 38 bottles of human

albemin in the raid and canoe led
the stockist’s licence. We ane now
Eeeping strict vigil in and aroengd
chemizt outhets at Farel and other
parts af the city,"

Batil has appealed to the pubdic
o mborm them about any
hioarding activities or owerpriced
sale af human Mbumin in the
market. Anorymous calls can be
made to the FO& tall free numbes
18M0-22-2365.

http://www.mid-day.com/articles/mumbai-drug-that-could-save-thousands-is-off-the-shelves/15942176
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