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BERLIN, GERMANY

KR CLINICAL TRIAL 

ENVIRONMENT
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APAC COUNTRIES – SUM OF TRIALS 2005-2015

Top: 10684

Average: 4611

Min: 51

Data source: Citeline
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TREND: # OF CLINICAL TRIALS IN KOREA 
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TREND: INDUSTRY SPONSORED TRIALS



©  2017 PAREXEL INTERNATIONAL CORP.   /  CONFIDENTIAL6

MARKET SHARE (%) OF COUNTRY BY PROTOCOL # 
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DUBLIN, IRELAND

CRO에 대한 이해
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CRO & SMO OVERVIEW

Sponsor

임상시험 자료의 품질 관리
임상시험 관리
모니터링
자료의 처리
기록 보관, etc
-----

CRO

Investigator

임상시험 실시에 필요한
자원 확보
대상자 보호 의무
심사위원회와의 정보 교환
임상시험계획서 준수
의약품 관리, etc
-----

SMO

Delegated to 

Delegated to 
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BOSTON, MASSACHUSETTS

임상시험에서의 의뢰자의 역할
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의뢰자의 의무 - ICH GCP & KGCP

• 임상시험 자료의품질관리

• 임상시험관리

• 모니터링

• 자료의처리

• 기록보관

• 시험책임자선정

• 대상자에대한보상

• 심사위원회심사사항확인

• 임상시험용의약품 제조, 포장, 공급및 취급

• 임상시험관련자료의열람

• 안전성관련사항

• 약물이상반응보고
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의뢰자의 의무
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BERLIN, GERMANY

WHAT IS CRO?
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DEFINITION OF ‘CRO?’ – ICH GCP & KGCP
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WHAT CAN BE DONE BY CRO? - KGCP
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CRO의 업무 SCOPE

• Protocol development

• Data Management

• Project Management

• Site Selection

• Monitoring 

• Assistance with Patient Recruitment

• Pharmacovigilance 

• Audit

• Statistical Analysis 

• Report Writing
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CRO’S HISTORY

• Roots traced back to 1940s and 1950s (Huntingdon Life Sciences and 

Charles River Laboratories) – provision of animals or conduct the tests

• CRO industry emerges in the late 1970s and early 1980s

• Quintiles, the largest CRO was founded in 1982

• PAREXEL founded in 1982

• Explosive Growth in the 1990s with full-service CROs offering a broad 

range of services 

• CRO industry worth $15 billion in 2007

• Highly consolidated with the top 10 companies controlling 56% of the 

market and employing over 10,000 workers across the world 
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PHARMA INDUSTRY CHALLENGED
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(1) PAREXEL Sourcebook, 2014
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CRO’S OUTLOOK

• CRO market  to grow at around 7-8% annually over the next five 

years From CenterWatch Publication  Jan 26, 2015

• CROs have developed a set of expertise and proprietary knowledge 

and technology to rival any pharma company. 

Examples of Global CROs

Examples of Local CROs
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OPERATIONAL STATUS + CLINICAL DATA 

INTERROGATION

Medical Monitoring,

Data Management 

& Biostatistics

Remote

Monitor

Onsite
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Workload

R
is
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“Operational” RBM

Data Surveillance

Clinical 

Operational

Lead
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TAIPEI, TAIWAN

임상시험에서의 시험자
의 역할 & SMO
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시험책임자 (PRINCIPAL INVESTIGATOR)
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시험자의 의무 - ICH GCP & KGCP

• 임상시험실시에필요한자원확보

• 대상자보호의무

• 심사위원회와의정보교환

• 임상시험계획서준수

• 의약품관리

• 무작위배정및 눈가림해제

• 대상자의동의

• 기록및 보고:  근거문서, 증례기록서

• 진행상황보고

• 안전성보고
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지원 기관 (SMO) - KGCP
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지원 기관 (SMO) - KGCP
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지원 기관 (SMO) - KGCP
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TAKE-HOME MESSAGE: CRO & SMO OVERVIEW

Sponsor

임상시험 자료의 품질 관리
임상시험 관리
모니터링
자료의 처리
기록 보관, etc
-----

CRO

Investigator

임상시험 실시에 필요한
자원 확보
대상자 보호 의무
심사위원회와의 정보 교환
임상시험계획서 준수
의약품 관리, etc
-----

SMO

Delegated to 

Delegated to 
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TOKYO, JAPAN

CONSIDERATIONS 

IN INVESTIGATOR-

INITIATED TRIALS
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다기관 임상시험시 확인 사항 - KGCP
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점검 (AUDIT)
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DUBLIN, IRELAND

INFORMATION ON 

CLINICAL TRIALS IN 

KOREA



©  2017 PAREXEL INTERNATIONAL CORP.   /  CONFIDENTIAL31

제약사(국내,다국가) 및 연구자임상 승인현황 (‘11~’15)

• 전체 승인건수는 678건으로 ’14년의 652건과 비교하여 3.5%증가
- 국내 제약사 임상시험: +11%

- 다국적 제약사 임상시험: +3.9%

• * Reference  식약처 ’15년 임상시험 승인현황
1) 국내임상시험: 제약업체가의약품을개발하여국내에서실시하는임상시험

다국가임상시험: 다국적제약사등이의약품을개발하여전세계를대상으로실시하는임상시험
2)연구자임상시험: 임상시험자가외부의의뢰없이주로학술연구목적으로독자적으로수행하는임상시험



©  2017 PAREXEL INTERNATIONAL CORP.   /  CONFIDENTIAL32

제약사 임상시험 단계별 승인 현황 (‘11~’15)

• 국내 임상시험 인프라의 선진화 및 경험 축적과 함께 초기 임상시험 지속적 증가 추세

* Reference 식약처 ’15년 임상시험 승인현황
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효능군별 임상시험 승인 현황 (‘11~’15)

• ‘15: 항암제(255) > 심혈관계(76)> 중추신경계(46)> 내분비계(42)  
면역세포를 활성화하여 암세포를 죽이는 면역항체항암제등에대한개 발이 활발

* Reference 식약처 ’15년 임상시험 승인현황
*기타: 피부질환, 근골격계등
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’15년 임상시험 지역별 승인 현황

* Reference  식약처 ’15년 임상시험 승인현황
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THANK YOU
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