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Topic: Safety of Clinical Trial Participants

HC-BP-210a.1
Discussion, by world region, of 
management process for ensuring quality 
and patient safety during clinical trials

๜獍ݪ朼䌘屷ଥ手涢ԏ觓檺戺֌牧ኧ甛क़Ꮈ绗秚䯤ҁCRO҂䁆ᤈ牧㪔
犥獉蟂秂伛֢禂纷ଧ̽Vendor Selection and Management̾傶Ԇ牧憒
ਧ䁆ᤈ屷ଥ手涢Ӿጱߝ搡狒挨现ߝ搡ᓕቘၚ㵕牐ፓ獮䷱磪ࢩ螉玱 GCP
ᘒ膏甛क़Ꮈ绗秚䯤ҁCRO҂Ӿ蝝Ӿྊጱ屷ଥ手涢礯կ牐ྯ㮆屷ଥ樄咳
褩ྦྷ౯㮉᮷磪绅໐ҁAudit҂޾礚໐ҁInspection)ጱ秚ګ牧㪔挘螞̽ᩱ
凟蜢चਯ᥺̾牏̽㾴褬蠴萳ဩ憒㶧޾䨝萳ߝ猻臑屷ଥ手涢憒塅ҁICH-
GCP҂̾牐ࣁ蠴ᴺྋୗ珸㵕屷ଥ手涢獮牧஠殾玲஑ݑ手ᘏጱ䨗ᶎᎣ眐
手ᘏݑ螕ጱݳ఺牧㪔狅ᆙ手涢懯㴟䨗ጱ羳獈膏矎ᴻ礿կ瑥໒塟螡ݶ

1.3  ኞᇔ碝萳ጱᎸ
绗咳疻

27

HC-BP-210a.2

Number of FDA Sponsor Inspections 
related to clinical trial management and 
pharmacovigilance that resulted in: (1) 
Voluntary Action Indicated (VAI) and (2) 
Official Action Indicated (OAI)

萳苉蠴萳ፓ獮๚磪種眐Ԫ

HC-BP-210a.3
Total amount of monetary losses as a 
result of legal proceedings associated 
with clinical trials in developing countries

萳苉蠴萳ፓ獮๚磪種眐Ԫ

Topic: Access to Medicines

HC-BP-240a.1

Description of actions and initiatives to 
promote access to health care products 
for priority diseases and in priority 
countries as defined by the Access to 
Medicine Index

๜獍ݪጱ 4य़肞ᆌ綧የ覿ऒԏӞ傶耶憎ᤅ႖綧የ౼ᛗ๜䁭ޞ䨗ٍڊ獮牧
አෝလ咅፥௔夺ᤅ純ीग़ዩҁPV҂ጱ萳ߝ BESREMi®૪ෝ稨窓 18㮆
㾴疑衴ࠓ牐౯㮉犖ᛔ 2016ଙ樄ত牧蝫媲 6ଙ摁ۗ膐旰㫎窓誇誡ीኞ
௔脵ጒ㾴褬Ꮈ懵䨝ҁMPN Asia҂牧㪔ෝ 2020ଙ摁ۗ聅㾴ᤅ႖䋊ଙ䨝
ҁASH҂牧虏Ӯኴݱ瑿橕ဳ誇誡ीኞ௔脵ጒҁMPN҂綧የጱ蠴䒍现䋊
ᘏ㮉牧᮷胼䄪瞱媲糷஑磧碝ጱᎸ绗现လ咅ොୗ牐๜䁭ޞ䨗ᒫ 6ᒍݱੜ
℄牧㳷托奞藯กԧ౯㮉狅盌 Access to Medicine Index, 2020ጱ໛礍
ಅګਧጱ̿萳ᇔ蜱አ̀ᒽኼ牏䁆ᤈ懯向膏ٌଙଶ౮ຎ犥现๚㬵ፓ秂

1.5   坌禅㬙ੴ獊純
ᤈ衴ᒽኼ

ᒫ 6ᒍ

30
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HC-BP-240a.2
List of products on the WHO List of Prequalified Medicinal Products 
as part of its Prequalification of Medicines Programme (PQP)

萳苉蠴萳ፓ獮๚磪種觊萳ߝ

Topic: Affordability & Pricing

HC-BP-240b.1
Number of settlements of Abbreviated New Drug Application (ANDA) 
litigation that involved payments and/or provisions to delay bringing 
an authorized generic product to market for a defined time period

萳苉蠴萳ፓ獮๚磪種眐Ԫ

HC-BP-240b.2
Percentage change in: (1) average list price and (2) average net 
price across U.S. product portfolio compared to previous year

萳苉蠴萳ፓ獮੢๚磪ෝ聅㾴ह獉虵ࠓԏ萳
ߝ

HC-BP-240b.3
Percentage change in: (1) list price and (2) net price of product with 
largest increase compared to previous year

๜獍ݪጱ懪㰷ᒽኼฎ狅ݱ㾴ጱ蠴咅揲አ
ҁaffordability҂牧㪔㷢ᘍӮێ揗砾胼ݢ
ኴ蔫ኞ奲而ҁWorld Health Organization, 
WHO҂咳૲ጱ̽WHO Guideline on Coun-
try Pharmaceutical Pricing Policies̾ګ懪
ߝቘ獍ଘԏ㰷໒牐๚㬵犖疥瞱媲蝍擽萳ݳ
㰷໒ෝӮኴݱ㾴ጱ懪ਧ牧犥嘦狒የՈጱݢ
揗砾௔

6.4 绐ਧ牏ਞ獊牏ṛ
䛑袽׀ߝ搡ጱ萳ߝ

127

Topic: Drug Safety

HC-BP-250a.1
List of products listed in the Food and Drug AdministrationŇs (FDA) 
MedWatch Safety Alerts for Human Medical Products database ๜獍ݪ૪ਠ౮ୌᗝ者獍ݪ萳ᇔਞ獊緳憙秚

㾴疑౲瑿ࣁ䛑ಅ׀ߝ现ٌ犢萳ݪ牧ৼ獍ګ
玟狅ݱ瑿ဩ憒现萳ߝӤ૱碻纷ୌᗝਠ౮牐
౯㮉疥瞱媲䌘Ӥ૱盅ԏ碝萳蝱ᤈਞ獊௔緳
憙现觓檺ᓕ矒牐ፓ獮੢๚磪ෝ聅㾴ह獉虵
Խ๚磪犨ߝԏ萳ࠓ牪૪ෝ獊純衴ߝԏ萳ࠓ
֜萳ߝ犋臑玱䛑蝢䁭牏ࢧ硩萳ߝ缛眐Ԫ

3.6 磪硳ጱ萳ᇔਞ獊
緳憙膏ࢧ硩

80

HC-BP-250a.2
Number of fatalities associated with products as reported in the FDA 
Adverse Event Reporting System

HC-BP-250a.3 Number of recalls issued; total units recalled

HC-BP-250a.4 Total amount of product accepted for takeback, reuse, or disposal

HC-BP-250a.5
Number of FDA enforcement actions taken in response to violations 
of current Good Manufacturing Practalsoices (cGMP), by type
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Topic: Counterfeit Drugs

HC-BP-260a.1

Description of methods and technologies 
used to maintain traceability of products 
throughout the supply chain and prevent 
counterfeiting

๜獍ݪ૪ୌ缏ྯ瞙萳ߝጱ碘蒈牏瞙蒈膏ڊ皜ၚ㵕夵袅嘦狒瞙稞窕ݻ膏
შრ௔牧犥̽叨ߝդ蒈现瞙蒈翥嘨纷ଧ䨗̾缛秂伛֢禂纷ଧ蝱ᤈᓕቘ
膏蝍擽牐౯㮉犖懪磪̽叨ߝԫ羷۱蕕现ଧڜ玕瞙稞夵袅̾牧憒塅㾴क़
ጱ甛क़ےૡ皜蝱ᤈ叨ߝ珶禂玕۱蕕޾ଧڜ玕ጱ砺֢窕纷牐毆懯ෝ聅㾴
૱䁰虵ࠓጱ BESREMi®牧犖૪ෝ 2020ଙਠ౮萳ߝଧڜ玕ጱ疩獈

3.1 ୌ䯤ਠ珿ጱ׀䛑
袽誢羬
3.6 磪硳ጱ萳ᇔਞ獊
緳憙膏ࢧ硩

64

83

HC-BP-260a.2

Discussion of process for alerting 
customers and business partners of 
potential or known risks associated with 
counterfeit products

吚糷䁭萳ߝ磪૪Ꭳ౲ݢ胼ጱ蕣蝨ቭ綦牏虋搡牏ճٛߝ౲犨ٌ֜犢瑥᯿
ጱߝ搡㺔氂碻牧๜獍ݪ QA蟂槹疥樄疻藲礚现珸㵕叨ࢧߝ硩纷ଧ膏ࢧ
硩ᤈ㵕牐㪔狅萳ᇔܧ疏缛羷牧ෝӞਧ๗褖ԏ獉疥叨ߝℂֵአᒒᑏᴻ牧
㪔গ珿蒂ቘࢧ硩ߝ牧Ԇ㵕蝢䁭吚瑿Ԇᓕ秚橕

3.6 磪硳ጱ萳ᇔਞ獊
緳憙膏ࢧ硩

84

HC-BP-260a.3
Number of actions that led to raids, 
seizure, arrests, and/or filing of criminal 
charges related to counterfeit products

萳苉蠴萳ፓ獮๚磪種眐Ԫ

Topic: Ethical Marketing

HC-BP-270a.1
Total amount of monetary losses as a result 
of legal proceedings associated with false 
marketing claims

萳苉蠴萳ፓ獮๚磪種眐Ԫ

HC-BP-270a.2
Description of code of ethics governing 
promotion of off-label use of products

㾴萳禂ᤈ衴㮖ቘ憒ݱᤈ衴膏秂纈ොᶎ牧౯㮉瑥໒螞盌WHO膏ߝ萳ࣁ
塅牧Ӭ傶嘦狒萳苉蠴萳ݶՌࣁ膏蠴虁Ո㹓԰㵕ݳෝݳቘ憒塅犥现ፘ橕
ጱ萳ᇔ膏蠴咅ဩ憒牧犖᮷矑ݑ螂獉蟂硽胍懺娞膏ဩ犤ਯ疩ጱ萳ߝᤈ衴
㮖ቘ憒塅牐ๅग़藯ก托憎 2.3 ဩ螞膏抁מ妿籧

2.3 ဩ螞膏抁מ妿籧 48

Topic: Employee Recruitment, Developing & Retention

HC-BP-330a.1
Discussion of talent recruitment and 
retention efforts for scientists and research 
and development personnel

๜獍ݪ蝚螂萇蠉ᐰڥ牏݋珿絑ह牏Ո௔玕ᓕቘ牏䧒蝢獉蟂斪藲现懺娞
咳疻缛ොୗ牧य蝨绐ਧኸ಍ጱૡ֢絑ह牐౯㮉窼獈ݱ䌕禂覿ऒ皤硥ኞ
ᇔ蠴萳现Ꮈ咳Ո಍牧坌禅೗玉蠴䋊屷ଥ现獊純玕ᓕቘ䌕಍牐2020ଙ獊
純碝೗玉᩻螂 Ꮈ咳现蠴䋊Ꮈ绗䌕಍牧㬟者㹓ૡՈ碍ԏݷ30 10%

4.1 ଛᐰ肬䁰 90

HC-BP-330a.2

(1) Voluntary and (2) involuntary turnover 
rate for: (a) executives/senior managers, (b) 
midlevel managers, (c) professionals, and 
(d) all others

2020ଙଶԆᓕ肬ኸ犨ሲṛ螈 93.94%牧Ӭ蜱 3ଙ萳苉蠴萳ጱ獊誢Ո㹓
౮裾ሲ緡瞱媲绐ਧ瑿౮裾牐磪橕๜獍ݪ碝蝱膏ኸ犨ሲ缛ፘ橕藯ก膏懯
ᓒ牧托憎 4.1 ଛᐰ肬䁰

4.1 ଛᐰ肬䁰 90
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Topic: Supply Chain Management

HC-BP-430a.1

Percentage of (1) entity's facilities and (2) 
Tier I suppliers' facilities participating in 
the Rx-360 International Pharmaceutical 
Supply Chain Consortium audit program or 
equivalent third-party audit programs for 
integrity of supply chain and ingredients

萳苉蠴萳ፓ獮櫒๚朼䌘Ӥ჋׀䛑袽蝱ᤈक़蟂绅໐牧֕౯㮉Ֆ蝚螂獉蟂
瑥挘ጱ纷ଧ牧瑥໒緳矒ܻ碘牏ᇔ碘牏㰽瑊҈戔猋׀䛑珶ጱ塟螡牏戺裬
膏໐ٵ牐౯㮉ྯଙ犖䨝ਧ๗蝱ᤈ׀䛑珶҈瞚硥珶ᘍ໐牧䟖玲獉蟂ᘍ໐
疛礚膏䋿瑿绅໐獋य़ګଶ㬫ᤈ牐蝫媲 2ଙଶ牧獉蟂ᘍ໐疛礚膏䋿瑿绅
໐緡 100%ਠ౮

3.2  吚揣ጱ׀䛑珶
ᓕቘ

69

Topic: Business Ethics

HC-BP-510a.1
Total amount of monetary losses as a 
result of legal proceedings associated with 
corruption and bribery 萳苉蠴萳ፓ獮๚磪種眐Ԫ

HC-BP-510a.2
Description of code of ethics governing 
interactions with health care professionals

Activity Metrics

HC-BP-000.A Number of patients treated
ᔴ懯ᛗ 2021ଙᒫ 1疄牧BESREMi®ෝ稨窓 18㮆㾴疑衴ࠓ牧൉׀蜱܉
የఋֵአݷ

1.5  坌禅㬙ੴ獊純
ᤈ衴ᒽኼ

30

HC-BP-000.B
Number of drugs (1) in portfolio and (2) in 
research and development (Phases 1-3)

๜獍ݪ૪ࣁ獊純珸㵕ग़㾴牏ग़Ӿஞ屷ଥ手涢牧ᔴ懯獊純᩻螂 19կጱ
屷ଥ手涢礯牧蝨ᐰየఋ螈 ݷ1,500

1.3  ኞᇔ碝萳ጱᎸ
绗咳疻
6.2  獺碝萳ᇔ   薹
究๚ᤩ笕᪃ጱ綧የ
襑穩

26

122


