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Preanbl e

In recognition of the need to upgrade the dignity and fulfill the
social responsibilities of the pharmaceutical industry, it is of vital
inportance to carry out the basi c concept underlying the "Code of Practices
for Pharnaceutical Industry,” published in 1983 by the Federation of
Phar maceut i cal Manuf act urers' Associ ati ons of Japan, whi ch sti pul at es t hat
"Because phar maceutical s by their nature, have a profound i npact on hurman
lives, the pharnaceutical industry nust al ways pay the hi ghest respect to
thedignityof humanlife, naintaingooddisciplinewthaspirit of nodesty
toward science, and respond to the expectations of society.” n this
fundanent al concept, the Japan Pharnaceutical Manufacturers Associ ation
(hereinafter called JPMN reviewed its "Code of Practices for Pronotion
of Ehical Drugs" published in 1976, and in March 1993 establ i shed a new
code entitled "JPVA Pronoti on Gode for Prescription Drugs" (hereinafter
cal | ed JPMACode) t hat al soneet sthe "1 FPMACGode of Phar naceut i cal Marketing
Practices."

It isanobligationof thepharnaceutical i ndustrytostrictlyconply
w th the Pharnaceutical Affairs Law the Anti - Mnopoly Act, and al | ot her



relevant laws and regul ations as well as the industry's sel f-regul ati ons,
such as the Fair Conpetition Gode. It is alsoits obligation to provide,
col l ect, and di ssemnate i nfornati on on pharnaceutical s as accurately and
pronpt |y as possible and wth proper neans. The pharnaceutical industry
nust refrain from any act that may distort an appropriate use of
phar naceuti cal s.

The JPMA (ode st i pul at es t he st andar ds of conduct t hat nust be adher ed
to by all pharnmaceutical conpani es when conducting pronotional activities
of prescription drugs (hereinafter called drugs) and nandates nenber
conpani es of the JPVA (herei nafter cal | ed Menber Conpani es) t o conduct their
drug pronotional activities in strict conpliance therewth. Any and all
violations of or deviations fromthe respective | anws and regul ati ons and
the industry's self-regul ations in pronotional activities of drugs shal l
betreat ed as breaches of t he JPVACode, eveni f suchvi ol ati ons or devi ati ons
are not specifically nentioned in the JPVA Code.

Menber Conpani es ar e encour agedt of or mul at et hei r own pr onot i on codes
that may include nore specific requirenents and additional rules for
conducting their ow pronotional activities.

The JPVMA Gode shal | be revi sed based ont he est abl i shment or revi si ons
of the | FPVA Gode of Pharnaceutical Marketing Practices, related | ans and

regul ationsandtheindustry’ ssel f-regul ati ons, andi nkeepi ngw t hchanges
inpronotion activities.

|. Pronoti on Gode

1. Responsibility of Menber Conpani es

Menber Conpani es shal | assune responsibility for all pronotional
activitiesconductedbyitsel f andits nedical representatives. |nthorough
recognition of this principle, Mnber Conpanines shall be required to
est abl i sh an i n-house syst emt o conduct appropri at e pronotional activities.



Menber Conpani es shal | have their subsidiary conpany (a conpany in

whi ch the Menber CGonpani es own over 50%of the shares) in Japan adhere to
t he JPMVA Code.

Menber Conpani es shal | al sorequireits busi ness partners who conduct

sales and pronotional activities of the Menber Conpany's drugs in Japan
to adhere to the JPVA Code.

It is essential for Menber Conpanies to take the foll ow ng actions:

1-1

1-2.

1-3.

1-4.

1-5.

To appoint qualified enpl oyees as nedical representatives, and
nmai ntai n conti nuous education and training prograns for them

To ensure t hat t he systemof renuneration of nedi cal representatives
shoul d not be such as to induce unethical acts.

To provide in the nost appropriate manner information such as
indications, dosage and admnistration based on up-to-date
scientific data, which should not deviate fromthe approved itens
for the drugs.

To collect and dissemnate drug infornmation as accurately and
pronptly as possi bl e.

To est abl i sh i n-house systens necessary to conply with all rel evant
laws and regul ations and the industry's sel f-regul ati ons.

2. Responsibility of Chief Executives of Menber Conpani es

The chi ef execut i ves of Menber Conpani es shal | undert akethefol | ow ng

tasks with the awareness and responsi bility of chief executives to neet
the expectations of society as a conpany closely related to the |ives of
t he peopl e.



2-2.

Torealizethat achievingthe spirit of the JPMA Code is their duty,
to thoroughl y i nf ormrel at ed persons as an exanpl eto others and to
establ i sh i n-house syst ens.

Wien situations arise that contravene the spirit of the JPNVA Code,
tosol veprobl ensonthei r ownresponsi bility, andendeavor toclarify
t he causes and prevent recurrences.

3. Medical Representatives' Activity Standards

Medi cal representatives shall fully recogni ze their social mssion

as persons who partici pateinheal th care servicesinconducting pronotional
activities on behal f of their respective conpani es. They shall performthe
followng duties in a sincere and honest nanner:

3-1

3-4.

3-5.

To exert their best efforts to acquire know edge concerning the
package inserts of their drugs, as well as the nedical and
phar naceut i cal know edge constituting the basis thereof, and to
cultivate the abilities needed to present such infornation
correctly.

To conduct pronotional activities accordingtotherul es and net hods
establ i shed by their conpani es.

To provide drug information such as indications, dosage and
adm ni st rati on, whi ch does not devi at e fromapproveditens for drugs.
bal anced and fair infornation on efficacy and safety of drugs shal |

al so be provi ded.

To collect and dissemnate drug infornmation as accurately and
pronptly as possi bl e.

Not to slander or defame conpetitors or conpetitors' drugs.



3-6. To abide by rules inposed by a nedical institution and nmaintain
di scipline when visiting such a nedi cal institution.

3-7. To strictly abide by relevant laws and regul ations and behave

sensibly wth full recognition of thenselves as nedical
representatives.

4. Production and Use of Pronotional Materials and Adverti senents

Menber Conpani es shal | fully real i ze that brochures, advertisenents
in nedical journals, Internet web-pages for the nedical profession,
audi ovi sual materi al ssuchasslidesandVIR andot her pronotional naterial s
areinportant nediaindi ssemnationof druginfornation, and shal | produce
and use those material s in conpliance wth the Pharnaceutical Affairs Law
and rel evant sel f-regul ati ons. The statenents contai ned therein shall be
correct, fair, and objective, based on scientific data.

4-1. Satenentsregardingindications, dosage and adm ni stration, and any
other statenents, shall not deviate fromthe approved itens. Wen
scientific data are presented at international scientific neetings
based on the attached gui del i nes, such statenents can al so refer to
unapproved drugs (except for drugs not approved in any country).

4-2. Nofal se, exagger at edor m sl eadi ng expr essi onshal | be usedr egar di ng
ef ficacy and saf ety. Advant ageous cl ai ns rel ating to saf ety such as
"there are few adverse reactions" shall not be cited w thout
qual i ficationand nust be suppl enent ed wi t h a sunmary of dat a on whi ch
such clains are based.

4-3. Fair statenents shall be nade by presenting both efficacy data and
safety data, including adverse reactions.

4-4,  QConparisons w th ot her drugs shal | be based on scientific data and,
inprinciple, shall be nade using their generic nanes.



4-5. Qonpetitors or conpetitors' drugs shall not be slandered or
def aned.

4-6. Extraordinary datashall not be present ed by usi ng an expr essi on t hat
nay give an inpression that the data represent a universal fact.

4-7. Msleading or indecent photos, illustrations, etc., that are not
suitable tothe socially respected rol e of drugs shall not be used.

4-8. Wien an advertisenent is ained nainly to pronote only the nane of
a drug, the statenents in such adverti senment shal | include the nane
(brandnane), t herapeuti ccat egory (product abbrevi ati on), regul atory
classification, generic nane, and status of NH drug pricelisting.
The cont act and address for nore detai | edi nfornati onshal | be gi ven.

4-9.  Menber Conpani es shal | appoi nt a Managenent Representative, etc. for
pronotional nmaterial s and advertisings and establish an i n-house
auditing systemso that only audited pronotional materials and
advertisenents are used.

5. Post-Marketing Surveill ance

Menber Conpanies shall properly recognize the objectives of
post- marketing surveillance (PVMB), that is, the establishment of the
appropri ate usage of narketed pharnaceutical s, and shal | conduct such PNV&
activitiesonascientific basis, instrict conpliance with relevant | ans
andregul ati onsaswel | asrel evant sel f-regul ati ons. Theseactivities shal l
not be msused as a neans of pronotion.

6. Supply of Sanpl es

Sanpl es are a way of providing drug i nfornati on and nay be supplied



to the nedical profession to showthe physical appearance of drugs or to
hel pt hemeval uat eand confirmthequal ity, effi cacy, saf ety andot her cl ai ns.
I nvi ewof thi s purpose, Menber Conpani es shal | al ways suppl y cl i ni cal sanpl es
only in the mninum quantity necessary, together with related drug
i nfornation.

7. Semnars and Sudy Meetings

Sem nar s and st udy neet i ngs or gani zed by Menber Gonpani es t o present
their drugstot henedi cal prof essi onshal | beacadem cevent swherescientific
information is provided to attendants.

Wien social events and gifts incidental to such semnars and st udy
neeti ngsareoffered, sucheventsandgiftsshal | not bel uxuri ousor expensi ve
and shall be in good taste.

8. dfts
Menber Conpani es shal | not offer to the nedical professionetc. any

gift that could potential ly af fect the appropriate use of drugs or any gift
that is not in good taste.

9. H nanci al | nducenent

Menber Conpani es shall not offer, either directly or indirectly, a
pecuni ary benefit or its equival ent tonedical institutions, etc., for the
purpose of potentially influencing the appropriate use of drugs.

Evenwher e Menber Conpani esarepermttedtoof f er apecuni ary benefit
or its equivalent to nedical institutions, etc., Menber Gonpani es shall
take care to ensure that the anount that nmay be offered does not exceed
a soci ally acceptabl e | evel .



10. Relation wth the Fair Conpetition Gode Goncerning Restrictions on

Premumdfers inthe B hical Pharmaceutical Drugs Manufacturing I ndustry

Menber Conpani es shal | proactively and strictly conplywththe Fair

Conpetition CGode Goncerning Restrictions on PremumCfers in the H hi cal
Phar naceut i cal Drugs Manuf act uri ngl ndust ry, basedonhi ghet hi cal st andar ds.

11. Pronotional activities outside Japan

11-1.

11-2.

11-3.

11-4.

O ssemnation of infornmation on drugs in overseas

To t he nedi cal prof essi on overseas, Menber Gonpani es shal | provi de,
either directly or indirectly through | ocal agents, infornmation on
drugs globally consistent , and in accordance wth relevant

pharnaceutical affairs laws, regulations, and pronotion codes
applicable in such countri es.

Subsi di ary comnpani es over seas

Wien an overseas subsidiary conpany of a Mnber Conpany (a
conpany in which the Menber Conpany hol ds over 50%of the equity
or shares) conducts pronotional activities, the Mnber Conpany
shal | ensure that the subsidiary wll adhere to the pronotion code
established by the national organization of pharnaceutical
conpani es of the country, or, if no such local code exists, to
the | FPMA Gode of Pharnaceutical Marketing Practices.

Qverseas |icensees and agents

Menber Conpani esenteringintolicensingand agency agr eenent s shal |

require their |icensees and agents to respect the pronotion code
est abl i shed by t he nati onal organi zation of pharmaceuti cal conpani es
of thecountryor t hel FPMACGode of Phar maceuti cal MarketingPracti ces.

Activities overseas for the Japanese nedi cal prof ession



Wien Menber Conpani es undertake activities ained at the Japanese
nedi cal prof ession overseas by hol ding semnars or study neetings
or at scientific neetings overseas, they shall conply wth the JPVA
(ode.

11-5. Activities in Japan for the overseas nedi cal profession
Wien Menber Conpani es invite the overseas nedi cal profession to
sem nar sor st udy neet i ngsi nJapan, t heyshal | conpl yw t ht hepronot i on
code established by the national organization of pharnaceuti cal
conpani es of the country, or, if no such | ocal code exists, to the
| FPMA (ode of Pharnmaceutical Marketing Practices.

[I. Admnistration of the JPVA Gode

1. JPVACode shal | be adm ni st eredby t he pronot i oncode commtt eeest abl i shed
by the JAPNA (the Code Conmittee hereinafter).

2. The (bde Committee shall consist of twelve nenbers, at nost, who
represent JPVA Cormittees relating to drug pronotional activities and
three nenbers, at nost, who are outside experts. The president of JPVA
shall nomnate the Code Conmttee nenbers.

3. The Code Committee shal | carry out necessary procedures accordingtothe
separat el y establ i shed " Procedures for I nqui ri es and Conpl ai nts Rel ati ng
to the JPVA ode”, inresponse tothe rel evant i nquiries and conpl ai nts,
and shal | take action to ask Menber Conpani es vol untary arel i oration,
according tothe separatel y establ i shed "Rul es of Actions agai nst Breach
of the JPVA Code", when the JPMA Gode is judged to have breached.

4. Necessary provisions relating to the organi zati on and operation of the
Code Comm tt ee ot her t hant hose sti pul at edi n JPVMACode shal | be separ at el y
est abl i shed.



Suppl enent ary Provi si on
The JPVA Code revi sion was adopted by the General Assenbly of JPMA at the

neeti ng hel d on January 7, 2004. The revi sed JPVMA Code shal | coneintoforce
on April 1, 2004.
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