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The need for hospit als to become aware of the potenti al for cou nterfeit drugs is part th ree in
a si x - part series that highli ghts underlying caus es of and solutions to medication errors .Th is
s eries is a joint ef fort of the A merican Hospit al Ass oc i ation , the A merican Soc iety of Health -
System Pharm ac ists and Hospitals & Health Net wor k s , with generous support from Mc Kess on
Corp.You may tear th is card out for futu re reference.Additional copies are available in PDF
form at , along with those from two pre vious series , on the ASHP and H & H N Web sites
( w w w. ashp. org and www. h h n m ag. com ) .

• S U M M A R Y
The U. S .drug supply is pu rportedly one of the safest in the world and yet cou nterfeit med-
ications do make their way to pharm acy shelves and into the hands of u nsuspecting patient s .
The World Health Organ i z ation reports that about $35 million in cou nterfeit drugs are sold in
the Un ited St ates each year.Worldwide ,bet ween 6 percent and 10 percent of pres c ription drugs
on the market are cou nterfeit ,W HO estim ates .The Food and Drug Adm in istr ation conduct-
ed 22 investi gations into cou nterfeit drugs in 2002 and again in 2003; that’s up from an aver-
age of f ive investi gations per year th rough the late 1990s.Cou nterfeit drugs can cause serious
harm to patient s , including allergic reactions ,and deny them access to potenti ally life - s aving
treatment s .

• I S S U E  B R I E F
The prolifer ation of cou nterfeit drugs in the U. S .m arket is at tributed in part to hei ghtened
awareness of the issue.But ,it’s also at tributed to the use of more soph isticated tech n iques by
cou nterfeiters .With tod ay’s tech nology, cou nterfeiters are able to produce drugs and labels
that clos ely res emble the genuine product .

“The regulatory fr amework is not as sou nd as one would li ke ,”s ays Doug Scheckelhof f,
director of the A merican Soc iety of Health - System Pharm ac ist s’s ection of pharm acy pr actice
m anagers .“Most of the breakdown in the pharm acy supply chain comes at the second ary
w holes ale le vel .”Adds Tom Mc Gin n is ,the FDA’s director of pharm acy af f airs ,“There’s not much
cou nterfeiting in the U. S .But ,cou nterfeiters arou nd the globe would love to get their product s
to the U. S .m arket .”

Medications that are prone to cou nterfeiting are high - cost ,h i gh - volu me product s , fre-
quently in ject ables (see Action Res ou rces on the flip side ) .For ex ample ,in 2002 the FDA report-
ed the appear ance of cou nterfeit Epogen ,an in ject able us ed to boost the production of red
blood cells in cancer and tr ansplant patient s , among others . Boxes of vi als with 2,000 unit s
per milliliter of Epogen were relabeled and sold as cont ain ing 40,000 U/ML.The 2,000 U/ML
vi als sell for about $224 a box ,w h ile a box of the 40,000 U/ML vi als sell for $1,800, notes
S checkelhof f.

Another problem is the pres ence of diverted products on the market .Diverted product s
are either stolen goods that are res old to distributors or medications that are meant for anoth-
er market entirely.These are often stored in unf avor able conditions that dim in ish their ef fec-
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tiveness or they have sli ghtly dif ferent compositions than the intended product .

• I N I T I A T I V E S
Ensu ring the authentic ity of pres c ription medication is the responsibility of the st ate and
feder al govern ment s , with support from manuf actu rers ,w holes alers , pharm ac ists and
providers ,as well as patient s .The following is a look at what is being done ,or can be done ,
to pre vent cou nterfeit drugs from entering the marketplace.These measu res will not come
without cost to hospit als .“The bulk of the cost of s ecu ring medications will fall on man-
uf actu rers ,w ho will li kely pass it on to hospit als and other pu rchas ers ,”S checkelhof fs ays .

Federal : The Pharm acy Drug Marketing Act ,pass ed in 1988,m and ates the use of drug
pedi grees to record a drug’s history from the point of m anuf actu rer to point of us e.The
F DA , howe ver,has not enforced the law,c iting adm in istr ative and pr actical challenges of
the paper- bas ed system . The prolifer ation of r adio frequency identif ication , howe ver,
prom is es to provide an ef f ic ient ,s ecu re way to tr ack a drug’s ori gins .The FDA is encou r-
aging manuf actu rers to adopt RFID tech nology and belie ves the tech nology could be ready
for widespread use by 2007.

State : St ate laws govern and license pharm aceutical wholes alers and distributors . The
National Ass oc i ation of Boards of Pharm acy advocates the adoption of strict st ate laws
concern ing the licensing of these business es .The NABP also propos es stricter sentences
for those convicted of cou nterfeiting.

Manufacturer s , Wholes alers and Distributor s : Manuf actu rers can dec rease the li keli-
hood of cou nterfeiting by reduc ing the need for repackaging by providing products in
u n it - of - use packages .The adoption of RFID by the industry is deemed a highly ef fective
way to pre vent cou nterfeiting,as is the use of t amper- e vident packaging.

Provider s : Hospit als can reduce their risk of pu rchasing cou nterfeit drugs by buying only
from recogn i zed group pu rchasing organ i z ations and distributors .Hospit als should als o
m in im i ze or elim inate the use of s econd ary distributors .If a second ary distributor is nec-
ess ary,the hospit al should ask to see the drug pedi gree.Hospit als can also reduce the risk
of cou nterfeiting by destroying us ed boxes and packages of medications so they can not be
stolen and reus ed.Pharm ac ists play an import ant role.“Pharm ac ists are the last defens e
against cou nterfeit drugs ,”Mc Gin n is says .“If they see anyth ing dif ferent and the pharm a-
ceutical company has n’t sent an advanced notice of a product or label change ,they should
notify the FDA .”

Patient s : Patients should pay at tention to their medications and become fam ili ar with
their shape , color, t aste and dos age.If any dif ferences are detected or the patient notices
dif ferent result s ,a pharm ac ist should be notif ied.•

The National Association of
Boards of Pharmacy compiles a
National Specified List of Sus-
ceptible Products—items it
deems susceptible to adulter-
ation, counterfeiting or diver-
sion. The organization recom-
mends strict licensing require-
ments for distributors of these
medications by the states and
advocates that every state adopt
this standard list rather than
compile individual, varying lists.
More information is available at
w w w.nabp.net. 

1. Combivir
2. Crixivan
3. Diflucan
4. Epivir
5. Epogen
6. Gamimune
7. Gammagard
8. Immune globulin
9. Lamisil

10. Lipitor
11. Lupron
12. Neupogen
13. Nutropin AQ
14. Pa n g l o b u l i n
15. Pr o c r i t
16. Re t r o v i r
17. Risperdal
18. Ro c e p h i n
19. Serostim
20. Sustiva
21. Tr i z i v i r
22. Ve n o g l o b u l i n
23. Vi a g r a
24. Vi d e x
25. Vi r a c e p t
26. Vi r a m u n e
27. Zerit
28. Ziagen
29. Zocor
30. Zofran
31. Zoladex
32. Zyprexa 

ADDITIONAL RESOURCES:

•FDA Web site, www. f d a . g o v
/ c o u n t e r f e i t .

•Dangerous Doses, a novel by
investigative reporter Katherine
Eban, www. d a n g e r o u s d o s e s . c o m .

•Safemedication.com, a We b
site by ASHP.

•The Healthcare Distribution
Management Web site, www. h e a l t h
c a r e d i s t r i b u t i o n . o r g .
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