Orphan Drugs and Third World Countries )

Considerable attention has boen given in secent fears to the development
of what Iy called “orphan products”,  Orphan prodcts are drugs or devioes
with demonsirated o¢ pouential effectiveness which remsin unallable 1o the
public because of u lack of commercial interest on the pars of drg manufacturers
since litle o o profit would be desived from their sale.

Ta face, the teri “orphan products” compeises several groups of drugs:

1. Drugs and. devices for patients with unsommon af face disesies;

2. Drugs with potenially widespread use but tha cannot be pateated of
the pacenn of wehich i nearing expiration;

3. Drugs for Third World countries. These can be new drups (for tropical
diseases, for example) o some old drugs that are eill in desand in these cour-
tries bot that might be discontinged in developing countries because they are pot
necded any mosc or their towicity ourweighs cheir benefie (ke chloramphenical.

T this paper, we will deal with the drugs for Third Wodld countries, But
shauld this group of products be inchded under the heading of *orphan drugs™?
Are they really orphan o are they searching for “unworthy or perhapt aot yet
mature parents™?  Severnl aspocts should be considered when dealing with this
question. Let us consider the protagonists, they arc mmerous.

Thind World Countries

“The concept of Third World countries is misleading becauie these eountries
vary grealy i their wealth, resescch capacities and polltical regimes., However,
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st of them Bave cademic discises wnd populition growih that hamper
develogment.

The major complaine of these counties is that they do ot have the finances
to tackle adequatcly the major diseases alflicting their people. 1 this is true
for only a very limited nomber of countrics, it s not the cuse for most other
countsies where it is the political will w0 bring shout reforms that wre necded,
Lengterm erudication of discass is like 4 war. It nccessitares careful and long-
term plancing, otherwise it s only a puchwork,

Develaped Countries

“These countrics arc the lewding Industclal countries. They eajoy a very
ligh standard of ife. Thep sl control most of the intermational made.

‘The citizens of these countries should understand that unless they help
Tiad Wodd s In e (bt g smdoemeipmt by might 7o
fonger enoy their curren way of Hfe. Governments of these countries should
alig be Jess cynical in thelr desling s Tt countrics, shifting exports
frum arms 10 other more pacific goods, Otherwise those are only promises of
oppesitian partiss before clections.

Pharmaceutical Indusiry

Thie pharmaceoical industry fas been very suzcessful In the last forry years
and it ean be commended for that, Its business is 1o develop and market new
drugs. 1s has the infrasiructure and the talent needed o da so. Since reseasch
is expensive and time<onsuming, the indimiry depends on- profits, and any
crosion of those profits will necessarily reduce its capacity 1o find new drugs.
The indusery has ales been accused of nor providing “public service”, Compared
w0 the fifties, it is troe that the industry has done less. However, in several
cases the indusisy has deanoasteated s willingness and capacity 4o respond to
the challenge (e.8., the Wellcome-\HO agroement).

Maltinational Orgarizotions

They can have un Important rele and serve a5 3 beidge between Third World
countries and the pharmaceutical industry. Unfortunately, they. are 100 buresu-
oatc, I fict, they canni deal direcily. wich the ity widhout going thicugh
the official govemment channcls, To free the comespondence from the hands
of this modern Misotaur, 4 new Thescas is necdod, The muhtinatiooal organi-
zations ate also plagued by political pressures. Overall, some have dope nice
work despite all the pitfalls, while oihers are wnder heavy eriticism,
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Academic and Government-Spossored Research Groups

They can have idess, concepes and uselul staring poines for drog develop-
ment, but they lack the capacitics for producing new dmgs. They can serve 24
 coaverplag polar for a1l the portics involved.

Reguiatury Ageacier

They are caught in the middle berwoen sereral parties, They make sute
that only safe and effective drugs arc sold to the pablic. mmhm
difficuls 10 be Imaginative o« fexible, but when there i a nced, the. regol

have made the necessary changes, like the uy.wmedmus
Iegistation on orphan drugs (Jan. 83),

The Public

Certainly, the pablic has & role w0 play i the development of new drugs.
1t can be adked 1o share the cout prior to the development or afies, by buying
the drug, Also, subsidies are paid with e moneys.

All he protsgonists have both converping aad conflicting interests. Solations
shouldbe found, otherwise there will b only loscrs. The phatmaceatical industiy
und the developed comnties should parsicipate and e involved in bolh the
discovery and development of new drugs for TWG diseases. : canno:
s thele thoukde ind wlk away.. Thid Wiekl couniric, s the. ot
hand, dhaold share the cose of this development s0 that they will ke more
resporaible and less wasieful. ‘This will also be achicved by better managmen:
and aitable tealning of people. Interational organizations. should work in close
collaboration with all the paseies, but they shookd try 1o he more: cfficient and
improve their “MPGS" a5 the auto Industry did. The times of illmited funds
we over. This fs abo true for scudemic and governmentsponsared reseurch
froups. Regulatory agencies must show more magination without losing sight
of their mision. Flaally, the public bas o decide whar it wants. You cannot
kave /e conon ¢t ke bourre” as ey tay. I French, the canemn and ihe busier
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Aother polnt of view for the orphan drag fsuc it that relited 1o’ the
desertion of their manufacture by firms from developed countries on sccount of
changed hisrorical and epidemiolopieal conditions, Thus, drogs regarded a3 essentisl
by rocent WHO documents for typical underdevelopment discases (for instance,
primaquine) are still available on the markec beosuse they are produced by
developing countrizs bot sheir quality doss not mest the requirements of modem
pharmacopocias, Therefore it b difficule v find adequate cheamical refereace
and the corrcsponding monographs. lose thelr  priority and drop out from phar-
macopoeia. S0, on one side there Is ihe lock of an upandate quality criterion
for essential drugs for wide morbidity discases, snd on the other side there s
the marketing and the wilization of drugs cndowed with a low grade also for
e g

good maufacture practice.

The problem
The

of
ey

ot 8 very diffecsaial sttimde of the people towsrd drugs, Thus besides n
eomplete refoction due 1o mistrst and o dissppointment, there s the tace
for taking possession of the drugs, especially if they ste froe of charge, under
the protesation of the slightest illnesscs. So bealthy people use up the loeal
availability of drugs, hamper the local health service, keep out sod let die those
who are seriomly ill.

‘The problem dhos involves the sultable distuibution and the locel availability,
especially for the drvgs in the endeomic discase areas, but sbove all, the proper
e of the drugs o the assursd inrake by the paticnrs.

E Nasoar(*9)

1. There should be a provision to cotrol the sale of Jow quality drugs
the devcloping coantrics.

2. Selling of drugs on the street seems 10 Incredse in developing coantries,

should be educational dlinics set vp by WHO to inform the
users and sellers of the hazard.

3. Tt has been a hubit of young sclentises that after completing their taining
in developed countrics, they doa't waat 0 retmm o their original countries
t0 apply their expertise fn the fiekd,

4. There should be # tral of cmde extrcts from any plane (¢.2. pyrethrum),
without chemieal mixture, 53 an Insecticlde because spraying eavironments with
insccticide hav health harards for humans and animals.
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