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In troduction

• Aim  of the p resen ta tion  -a n  ov era ll p icture of 
the p roblem  of coun terfeit m edicin es. 

• T a sks  -p ossible w a ys of its solv in g in  the 
sp heres of:

1.la w

2.m a n a gem en t. 



T he m a in  p oin ts of the p resen ta tion

• T he p roblem  in  p rogress: from  history to this da y

• T he defin ition  of “coun terfeit m edicin e”

• Four m a in  typ es of coun terfeit m edicin es

• Prin cip a l sta keholders of the p roblem

• Ca uses of p roblem  existen ce

• Lega l w a ys of solv in g the p roblem

• M a n a gem en t w a ys of solv in g the p roblem

• Con clusion s a n d recom m en da tion s



T he p roblem  in  p rogress from  history 
to this da y

P edanius D ioscorides (1st cen tury AD ) the first record of 
the p roblem

• Con n ection  w ith the n otion  of m edicin e dose
• T he m ore scien tific -the m ore p roblem a tic (side 

effects, p urity a n d etc.)
• Com p lica tion  p roduction  techn ology 
• Com p lica tion  of the lega l a sp ects (p a ten ts, due… )
• Com p lica tion  of the sup p ly cha in
• In crea se of the coun terfeit drug sa les to ov er $70 

billion  globa lly in  2010. T his is a n  in crea se of m ore tha n  
90 p ercen t from  2005.



T he n otion  (defin ition ) of “coun terfeit”
m edicin e

• S p urious/fa lsely-la belled/fa lsified/ coun terfeit m edica l p roducts (S FFC) 
m edicin es a re defin ed differen tly in  differen t coun tries. T he defin ition s 
used in  the v a rious W H O  M em ber S ta tes show  tha t the n a ture of the 
p roblem  of S FFC m edicin es v a ries from  coun try to coun try.

• A "counterfeit" medicine is one w hich is deliberately and  fraudulently 
mislabelled w ith respect to  identity and/or source. 
C ounterfeiting  can apply to  both branded and  g eneric products and  
"counterfeit" products may include products w ith the correct 
ing redients or w ith the w rong  ing redients, w ithout active ing redients, 
w ith insufficient (inadequate quantities of) active ing redient(s) or w ith 
fake packag ing .

• " S ubsta n da rd m edicin es a re p ha rm a ceutica l p roducts tha t fa il to m eet 
either their q ua lity sta n da rds a n d sp ecifica tion s, or both.



Four m a in  typ es of coun terfeit m edicin es

Activ e substa n ces’ p resen ce in  coun terfeit m edicin es:

• Pla cebo, is a  useless trea tm en t (a n  in a ctiv e substa n ce or other 
sha m  form  of thera p y) w hich looks like m edicin e by its exterior 
v iew . 

• An a logue, w here the a ctiv e substa n ce is rep la ced by chea p er or 
less effectiv e substa n ce.

• Im ita tion , w hen  the a m oun t of the a ctiv e substa n ce is n ot the sa m e 
a s in  the origin a l.

• M edicin e, w here the p ha rm a ceutica l form ula tion  is the sa m e a s in
the origin a l, but the origin  of it is un kn ow n , a n d there is n o a n y 
q ua lity con trol, so a dm in istra tion  of it is da n gerous.



Prin cip a l sta keholders (subjects)of the p roblem

1. Pa tien ts
2. T he W orld H ea lth O rga n iza tion  (W H O ), 
3. T he E urop ea n  Federa tion  of Pha rm a ceutica l 

In dustries a n d Associa tion s (E PFIA) a n d etc.
4. Gov ern m en ts 
5. Na tion a l p ha rm a ceutica l a ssocia tion s
6. Pha rm a ceutica l In dustry (m a n ufa cturers)
7. Clin ica l tria ls
8. Resea rchers
9. La st but n ot lea st: the w iden in g in v olv em en t of 

orga n ized tra n sn a tion a l crim in a ls a n d ev en  
in tern a tion a l terrorist group s



P roblem of C ounterfeit  M edicines: C auses of 
Existence

• M edicin es a re a ttra ctiv e for coun terfeitin g

• La ck of p olitica l w ill a n d com m itm en t to esta blish stron g n a tion a l m edicin es 
regula tory a uthorities (NM RA)

• La ck of a p p rop ria te m edicin e legisla tion

• Absen ce of or w ea k n a tion a l m edicin es regula tory a uthorities (NM RA)

• W ea k en forcem en t

• Corrup tion  a n d con flict of in terest

• S horta ge or erra tic sup p ly of m edicin es

• In a p p rop ria te use of m edicin es

• H igh p rices of m edicin es

• Price differen tia ls

• In efficien t co-op era tion  betw een  sta keholders

• La ck of con trol ov er exp ort m edicin es

• T ra de through sev era l in term edia ries

• T ra de through free-tra de zon es/free p orts



Internet Sales and  Access to  Safe M edicines
T he In tern et ha s op en ed the door to thousa n ds of illega l in tern et sites p osin g a s legitim a te p ha rm a cies a n d 

sellin g p oten tia lly un sa fe m edicin es to un kn ow in g con sum ers.
• Accordin g to a  2012 rep ort a n d da ta  collected 2008-2012 by the U .S .-ba sed Na tion a l Associa tion  of Boa rds 

of Pha rm a cy (NABP), 96 p ercen t of a p p roxim a tely 9,000 w ebsites rev iew ed a re n ot in  com p lia n ce w ith 
sta te a n d federa l la w s a n d/or p ha rm a cy p ra ctice a n d p a tien t sa fety sta n da rds a n d p ose a  sign ifica n t risk 
to con sum ers (1).

•
• Accordin g to the W H O , p urcha se of m edicin es v ia  the In tern et ha sa  high cha n ce of exp osin g 

p a tien ts/con sum ers to sp urious, fa lsely la beled, fa lsified, or coun terfeit m edicin es a n d in  ov er 50%  of 
ca ses, m edicin es p urcha sed ov er the In tern et from  illega l sites tha t con cea l their p hysica l a ddress ha v e 
been  foun d to be coun terfeit.

•
• Ba sed on  da ta  collected by U n iv ersity of Ca liforn ia  S a n  D iego (U CS D ) resea rchers, the la rgest illega l on lin e 

drug sellers m a y gen era te betw een  $1 m illion  a n d $2.5 m illion  in sa les ev ery m on th (2).
•
• Accordin g to the Ja n ua ry 2012 rep ort of the U .S . Custom s a n d Border Protection  (CBP) on  FY 2011 seizures, 

seizures of coun terfeit p ha rm a ceutica ls in crea sed by 200 p ercen t a n d seizures occurrin g a t exp ress 
con sign m en t a n d m a il fa cilities ha v e risen  by 84%  sin ce 2007 due to the con tin ued grow th of w ebsites 
sellin g coun terfeit p roducts a n d a  m a rked shift tow a rds usin g in tern a tion a l m a il a n d exp ress courier 
serv ices to tra n sp ort the illega l m ercha n dise (3). 

• Accordin g to the July 2011 E urop ea n  Com m ission 's a n n ua l rep ort on  E urop ea n  U n ion  Custom s 
en forcem en t, the n um ber of ship m en ts stop p ed by E U  Custom s ha s doubled com p a red to 2010, w ith a n  
82%  in crea se in  deten tion s of p osta l tra ffic la rgely due to the in crea se in  on lin e p urcha ses.T ha t rep ort 
sta tes tha t 69 p ercen t of a rticles deta in ed in  p osta l tra ffic a re m edicin es

• E ct



M anag ement of Internet Sales 

As fa r a s m ore a n d m ore p a tien ts (beca use of the la ck of tim e a n d m on ey for 
doctor v isitin g) look to the In tern et for the sup p ly of m edicin es: 

• T he International F ederation of P harmaceutical M anufacturers &  
Associations

• P harmaceutical R esearch and  M anufacturers of America

• European F ederation of P harmaceutical Industries and  Associations a n d 
• T he Japan P harmaceutical M anufacturers Association

a re un ited in  the effort to p rotect their a n d our sa fety a n d fin a n ce.



Problem  of Coun terfeit M edicin es: 
Lega l w a ys of solv in g

• In tern a tion a l lev el
First of a ll the W H O ’s in itia tiv es a n d docum en ts 
• E urop ea n  lev el
W ere a dop ted: 
D irectiv e 2001/83/E C of the E urop ea n  Pa rlia m en t of the 6 th of Nov em ber 

2001;on  the 10th of D ecem ber 2008 the Com m ission  a dop ted three 
legisla tiv e p rop osa ls to rev ise D irectiv e 2001/83/E C; 

In  p rogress:
New  D irectiv e of the E urop ea n  Pa rlia m en t 2011/62/E U  (‘’Fa lsified M edicin es 

D irectiv e’’) of 08 Jun e 2011 a m en din g D irectiv e 2001/83/E C describes 
req uirem en ts for excip ien ts.  

• Na tion a l lev el
Crim in a liza tion  of coun terfeit m edicin es p roduction  a n d etc a s fa r a s it is 

da n gerous for the p ublic hea lth a n d security



Problem  of Coun terfeit M edicin es: 
M a n a gem en t w a ys of solv in g

At  international level:
Coun terfeitin g of m edicin es is n ow  a  globa l issue a ffectin g a ll coun tries. T herefore in  order to com ba t the p roblem  effectiv ely:

there should be 
•tim ely excha n ge of in form a tion  on  coun terfeit m edicin es betw een m a in  sta keholders 
•m ore coop era tion  betw een  a ll in terested p a rties 
•a  globa l m echa n ism  sim ila r to the on e used to con trol n a rcotic drugs should be crea ted
At  national level g overnments must:

•im p rov e the a v a ila bility a n d a fforda bility of m edicin es;
•en a ct deterren t legisla tion  p rohibitin g the m a n ufa cture, im p orta tion , exp orta tion , distribution  a n d sa le of coun terfeit 

m edicin es;
•esta blish or stren gthen  (Na tion a l m edicin e regula tory a uthorities) NM RA by clea rly settin g out its p ow er, duties a n d 

resp on sibilities;
•en sure tha t p erson n el w orkin g in  n a tion a l m edicin e regula tion  a n d those in v olv ed in  the detection  a n d in v estiga tion  of 

coun terfeit m edicin es sign  con flict of in terest form s;
•en sure tha t the m edicin e legisla tion  is en forced;
•en sure tha t courts sp eedily disp ose of ca ses in v olv in g coun terfeit m edicin es a n d tha t sen ten ces p a ssed by the judicia ry reflect

the seriousn ess of the p roblem  a n d the offen ce;
National medicine reg ulatory authorit ies NM R A  must:
•en sure tha t a ll m edicin e m a n ufa cturin g, im p orta tion , exp orta tion  a n d distribution  a ctiv ities a re ca rried out in  p rem ises 

a p p rov ed by the NM RA, a n d tha t in div idua ls a n d
com p a n ies en ga ged ha v e licen se to op era te such a ctiv ities;
•in sp ect m edicin e esta blishm en ts regula rly to en sure tha t they com p ly w ith n a tion a l m edicin e regula tory req uirem en ts;
•en sure tha t a ll m edicin es a re a ssessed a n d a uthorized before they a re in troduced to the m a rket;
•in sp ect the in form a l m a rket to p rev en t a n y illega l tra de in  m edicin es;
•foster bila tera l a n d m ultila tera l a greem en ts w ith other coun tries, in  p a rticula r w ith coun tries sha rin g com m on  borders to 

p rev en t cross boa rder tra de a n d sm ugglin g;



Problem  of Coun terfeit M edicin es: 
M a n a gem en t w a ys of solv in g

• M anufacturers ha v e to p roduce m edicin es in  a ccorda n ce w ith good m a n ufa cturin g p ra ctice (GM P) 
req uirem en ts a n d distributors ha v e to store a n d distribute m edicin es in  a ccorda n ce w ith good 
stora ge a n d good distribution  p ra ctices a s p rov ided in  the W H O  guidelin es 

• NGO ’s approach bein g ta ken  a t lea st in  In dia , a n d Ken ya  (T he techn ology w a s dev elop ed by 
m Pedigree, a n  a gen cy tha t w orks w ith telecom s to fight coun terfeits in  Africa .)  is to ha v e un iq ue 
PIN n um bers on  p a ckets of drugs. A un iq ue iden tifier n um ber is rev ea led on  a  scra tch-off ca rd. 

W hen  con sum ers buy a  p roduct m a de by a  m a n ufa cturer p a rticip a tin g in  the schem e, they a re a ble to 
q uery the p edigree in form a tion  stored in  the registry by m ea n s of a  free S M S  m essa ge. An  
a utom a tic resp on se from  the registry certifies w hether the p a rticula r p roduct is truly "from  source" 
or n ot. T he p rop on en ts of the schem e believ e the system  w ill be effectiv e in  the fight a ga in st 
coun terfeit m edicin es in  the region .[

C onsumers should:
•buy m edicin es on ly from  licen sed p ha rm a cies a n d m edicin e outlets;
•be susp icious of hea v ily discoun ted m edicin es;
•do n ot buy from  p eddlers or m a rket p la ces;
•in sist to get receip ts w hen  buyin g m edicin es;
•check p a cka gin g ca refully if it is p rop erly sea led;
•check if the p a cka gin g in dica tes the ba tch n um ber, m a n ufa cturin g da te, exp iry da te, a n d the 

m a n ufa cturer's n a m e
•rep ort to your hea lth w orker or doctors a n y la ck of im p rov em en t a fter ta kin g a  m edicin e.



Con clusion s

Coun terfeitin g a ffects a ll m edica l p roducts, from  
m edicin es a n d p ha rm a ceutica l in gredien ts to m edica l 
dev ices a n d dia gn ostics. 

Possible w a ys of solv in g this com p lica ted p roblem :
1.la w  (crim in a l la w , m edicin e la w  a n d in tellectua l 

p rop erty rights p rotection )
2.m a n a gem en t. 

T here a re n ega tiv e m om en ts: the m ost a cute a re 
in crea sin g of coun terfeit m edicin e p roduction  a n d 
In tern et sellin g 
T here should be broa d legisla tiv e con trolled 
coop era tion  of a ll sta keholders on  a ll lev els 



Recom m en da tion . T he on ly on e.

BE  CARE FU L!



T ha n k you

for your a tten tion  a n d 
con sidera tion !



C HEM IST R Y
Approaches to  detect counterfeiting

• Colorim etric a ssa ys w ere used to iden tify a rtesun a te, w hich turn ed yellow , from  the 
fa kes, w hich w ere colourless. But then  the coun terfeit drug w a s m odified to con ta in  
tra ce a m oun ts of a rtesun a te in  order to trick colorim etric a ssa ys. T ha t w a s a  successful 
p loy.

• H ologra m s w ere dev elop ed for p a cka gin g of a rtesun a te. 
• Ra dio-freq uen cy iden tifica tion  (RFID )tra ckin g system , som ew ha t a kin  to ba r codin g on  

p a cka ges. It show s grea t p rom ise for detectin g fa kes m ore q uickly, in cludin g in  low  
resource settin gs.

• Pa p er a n a lytica l dev ice or PAD  to detect Pa n a dol, a n  ov ersea s bra n d of a ceta m in op hen  
(T ylen ol), often  used to a dultera te other m edica tion s beca use it p rov idessom e 
sym p tom a tic relief of p a in  a n d fev er, thereby foolin g p a tien ts in to believ in g the drug is 
effectiv e. T heir techn iq ue relies on  a  color cha n ge w hen  the p a p er, sw ip ed ov er the p ill 
in  q uestion , is dip p ed in  w a ter— ra ther like a  litm us test.

• M a ss sp ectrom etry techn iq ue. T his w orks by brea kin g dow n  the com p oun d in to 
in div idua l com p on en ts, a n d the m a ss of the m olecules is used to iden tify in div idua l 
chem ica ls. Although m ore com p lex, this techn iq ue ha s the a dv a n ta ge of ha v in g both 
q ua lita tiv e a n d q ua n tita tiv e detection  m odes, a s w ell a s iden tifyin g sp ecific a dultera n ts. 

• Ion  m obility sp ectrom etry a p p lica tion for screen in g sa m p les in  the field. 


