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Group History

1989 SRD

Ȩstablished and capitalizedat US$ 200,000

Ḩeadquarter located / settled at Kiba, Koto-ku Tokyo

1992 SRD

I̧ncreased capital as US$ 300,000, Pharmacologystudy support initiated and 

established the annex at Sagamiono, Kanagawa

1997 SRD

I̧ncreased the capital as US$ 400,000, and established theannex at Maebashi, 

Gumma

1999 MSR

Ȩstablished and capitalizedat US$ 300,000 (Spinout of SMO Dept. fromSRD)

2001 MSR

A̧ssociated with SMONA (Strategic Management andOperation Network 

Association)

O̧saka branch established

2003 SRDBiology Center

A̧cquired100% ownership of  Nippon Experimental Medical Research Institute 

Co., Ltd.

2004 MSR

Y̧oshikazu Hinoharawas inaugurated as Chief Executive Officer

IR Juhan

Ȩstablished and capitalizedat US$ 250,000 

2005 SRD Biology Center

ŞhibukawaLaboratory established in Gumma

2008 SRD

Çelebration party was held for 20th Anniversary

MSR

A̧cademic and social meeting wereheld for 10th anniversary

2009 SRD

I̧ncreased the capital as US$ 500,000

2011 SRD Biology Center

Ŗepairedequipments and installed private electric generator for all experiment 

building

2012 SRD

O̧btained1st class medical device marketing authorization holder license

SRD Staff

Ȩstablished and capitalizedat US$ 480,000 

2013 SRD

Çelebration party was held for 25th Anniversary

MSR

Y̧okohama office established

A̧cademic and social meeting wereheld for 15th anniversary

2014 SRD

Ştarted a donation ofvaccines, etc. through UNICEF

2015 SRD Holdings

Ȩstablishedand organized entire SRD group as subsidiary of  SRD Holdings

SRD

Ȩstablished first SMO &CRO Network in Asia called CSIA (Clinical Service In 

Asia)

MSR

Ţakeshi Abe was inaugurated as Chief Executive Officer

MedPlus1 Co., Ltd.

Ȩstablished and capitalizedat US$ 300,000 

2017 SRD

B̧ecamea member of BIOCOM

MSR

A̧cquired HTM Co., Ltd., and opened Himeji Officein Kobe pref.

Member Association

SRD

J̧apan CRO Association (JCROA)

J̧apanSociety of Quality Assurance (JSQA)

O̧saka Pharmaceutical Manufacturers Association (OPMA)

Ştrategic Management andOperation Network Association 

(SMONA)

J̧apanMedical and Scientific Communicators Association 

(JMCA )

F̧orum for Innovative Regenerative Medicine (FIRM)

B̧IOCOM (Life sciencesector in State of California)

MSR

J̧apan Associationof Contract Institutes for Clinical 

Pharmacology (JACIC)

Ştrategic Management andOperation Network Association 

(SMONA)

J̧apanSociety of Quality Assurance (JSQA)

SRD Biology Center

Ţhe Japanese Society of Toxicology (JSOT)

Ţhe Japanese Environmental Mutagen Society (JEMS)

M̧MS Group

B̧MS Group

Ţhe Japanese Society for Alternatives to Animal Experiments 

(JSAAE)

J̧apanSociety of Quality Assurance (JSQA)

Support of Research and Development

Clinical Development Support for Pharmaceuticals, Medical Devices, and  Generic Drugs



Greetings & CompanyProfile

SRD Co., Ltd. was established in 1989 as a company that specializes in 

supporting clinical research and development.

Since then, we have provided support services for many clinical trials and 

have broadly consulted on development and regulatory applications for 

pharmaceuticals as well as medical devices, quasi-drugs and specified health 

foods.

In response to changes in pharmaceutical development trend, we have built 

our track record as support specialist for research and development of unmet 

medical needs and new, highly challenging drugs.

ÂWe execute our duties faithfully as a partner who shares the clientôs perspective.

ÂWe seek mutual growth and development with our clients by assisting with the achievement of 

their aspirations and fulfillment of their potential through support of their development initiatives. 

We look forward to your continued support and partnership.

Company Name SRD Co., Ltd.

Establishment 1st March 1989

Capital US$ 500,000

Number of 

Employees

209 as of June 2018

Location RBM KyobashiBldg, 3-4-8 Hatchobori, Chuo-ku, Tokyo 104-0032 Japan

TEL +81-3-5543-0296 FAX +81-3-5543-0184

E-mail asia@cro-srd.co.jp URL http://www.cro-srd.co.jp

Services CRO services

R&D Support for New Drugs, Generic Drugs, Medical Devices,

Clinical trial monitoring,Quality control, GCP audit, Data management, 

Biostatistics,Investigational product management,Regulatory support for new 

drugs and medical devices, Consulting, andOther 

Company Profile

Website Map
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Hiromi Tazawa

President & CEO

SRD Co., Ltd.

Although we are an independent and middle sized CRO, by making full useof our mobility and a wide 

network of information which can be compared to other competitors in the industry, we are confident 

that we have a system for providing services with reliable quality in any area and for responding to the 

diverse needs and requirements of our clients.

The basic principles in providing our services are as follows:



Company Organization & Revenue
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Company Organization

Revenue

Since SRD was established, The revenue has been rising and expanding to the right shown as below from 

our successful clinical trial operation and management with the increase of Japan local and global study 

requested from domestic and foreign clients so that SRD expects that our capability and knowledge will 

be accumulated much more than before for supporting potential clients all over the world.

SRD has been considering simple organization in the company to develop shortest internal 

communication for achieving maximum effect to support our clients. SRD will keep maintain our simplest 

company organization to fulfill our clients needs and satisfaction for future project operation and 

management as a clientôs best partner. 

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016

2017 

(Estim

ate)

Revenue 546 822 1120 1105 1323 1620 1450 1700 1600 1175 1350 1710 1920 2140 2050 2390 2013 2400

# of Employees 25 32 38 50 70 85 97 120 124 109 130 161 182 187 202 209 209 220
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Revenue # of Employees

*Admin. was transferred from SRD to SRD HD in 2015



Project Management System

Project Manager (PM) is involved in the study as centralized role for managing all the contracted services. PM is responsiblefor 

organizing project communication line, for establishing training plan of target indication, and for achieving study smooth 

progression with high quality information and data collection carried from tender-care communication with CRAs, Sub-Monitoring 

Leader (SML), and Monitoring Leader (ML) upon the clarification of each roles and responsibilities. 

SRD Monitoring system provides high quality data rapidly and important information related to customer investigational product 

with prompt activities. This system is implemented by internal protocol review, various plans of procedures, and risk management

plan consists of PDCA cycle, risk based monitoring plan, and project management tools. Moreover, this system is focused on the 

clinical trial conduction process at the sites because the procedures of sites have various characteristics and quit different form 

each other. It is so important to grasp the procedures each site for developing integrated and specific clinical trial procedures as 

pocket-sized leaflet to achieve smooth conduction of clinical trial 

Monitoring 
manual

On-site 
monitoring

CTP violation 
& 

Issue occurrence

Case analysis
Solution set up
Info. sharing

Plan

Do

Check

Act

Issue Identification

Risk Evaluation

SRD Project Team Structure

SRDMonitoring System

Establishment of Risk Management Plan

I. Internal Protocol Review Committee

Â Issue identification, Solution planning, Practical examination

Â Examination of rapid and high quality monitoring activities

II. Medical Adviser (external expertise clinician)

Â Provision of precautions from the aspects of clinician

Â Advisory board for Monitoring activities

Â Holding CRA training seminar

III. Preparation of Monitoring Procedures Manual (SOP)

Â Enhancement of the results of item I, II

Â Establishment of monitoring procedures considered with 

potential risks

Â Site visit plan and clarification of CRF retrieval plan

IV. Preparation of Pocket-size Procedure Book 

Â Clarification of clinical trial conduction process for each site

Â Clarification of delegation tasks for PI and involved site staff

V. Onsite Monitoring

Â Identification of sites with smooth and slow progression

Â Reduction of violation conducted by timely SDV visit

Â Timely case study sharing at the occurrence of violation

Support of Research and Development
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Service Description

Å Regulatory authority (RA) 

consulting

Å Feasibility research

Å Site selection

Å Monitoring

Å Quality control

Å Subject registration and 

randomization

Å Drug management

Å Data Management

Å Bio-statistics

Å Medical writing

Å Safety Management

Å GCP audit

Å Correspondence of document-

based audit

Å NDA Consulting

Å NDA preparation support

Å In-country clinical care taker

Objectives

Å Phase I ïIV clinical trials

Å Clinical studies / researches

Å Investigator initiated studies

Å PMS

Å Development consulting

Å RA consulting

Å Conformation of necessary test

Å Feasibility research

Å Site selection

Å Monitoring

Å Quality control

Å Subject registration and 

randomization

Å Device management

Å Data Management

Å Bio-statistics

Å Medical writing

Å Safety Management

Å GCP audit

Å Correspondence of document-

based audit

Å Consultation of application for 

approval

Å Application documents 

preparation

Å support

Å In-country clinical care taker

Å Development consulting

Å Site selection

Å Monitoring

Å Quality control

Å Subject registration and 

randomization

Å Drug management

Å Data Management

Å Bio-statistics

Å Medical writing

Å GCP audit

Å Correspondence of on-site audit

Å Consultation of application for 

approval

Å Application documents preparation

Å support

Å In-country clinical care taker

Å Site selection

Å Monitoring

Å Quality control

Å Subject registration and 

randomization

Å Drug management

Å Data Management

Å Bio-statistics

Å Medical writing

Å GCP audit

Å Correspondence of on-site audit

Å Consultation of application for 

approval

Main service content (Japan Ҝ overseas)

Å Support work of global cooperative 

studies (Global study, Asian study, etc.)

Å Consulting business for overseas study 

and development strategy building

Å Implementation of Global study using 

our alliance with overseas CROs

Å Work of Global Project Management

Å Feasibility research

Å Site selection

Main service content (overseas Ҝ Japan)

Å Support work for foreign companies

¸ Consulting for Domestic study

¸ Project management in close 

cooperation with overseas partners

¸ Conduct of domestic study in 

compliance with ICH, FDA, EMA 

regulations

¸ Work of In-Country Caretaker

* USA, EU, AUS will be covered by partnering CROs

Support of Research and Development
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Experiences & Achievements

SRD experiences with oncology field and CNS, etc. which are the trend of clinical development in the world. We 

are constantly gain our ability and capability with professional knowledge and know-how  for obtaining customer 

satisfaction. We confidently support our customer for various issues in the course of development from the 

beginning of their precious developing products to the end for the market launch.

SRD has been gained global study experiences and implements various in-house training to meet the customer 

requirements by holding the seminar of expertise clinical doctor in various disease fields.SRD will keep trying to 

provide best service with best performance for the customers.

The Number of Protocols Classified by Disease Area

Support of Drug Development

Support of Research and Development

Clinical Development Support for Pharmaceuticals, Medical Devices, and  Generic Drugs

Global Study Experiences

Constantly experiences global study project from domestic and foreign customers so that most of CRA, Sub-Monitoring 

Leader, Monitoring Leader, and Project Managers are familiar with using English for communicating with customers. 

SRD will correspond oncology, orphan, and other field of diseases which is really difficult to recruit subject with flexible,high 

quality, and tender care performance upon the request from our  important customers.

Client Country Indication/ Type of Study

A Pharm. (US) Japan Hemophilia / Phase I

A Pharm. (US) Japan Hemophilia / Phase III

B Pharm. (US) Japan Alzheimerôs Disease / Phase III

C Pharm. (US) Japan Rheumatoid Arthritis / Phase II

D Pharm.(Germany) Japan Asthma / Phase III

D Pharm. (Germany) Japan Asthma / Phase III (Long)

E Pharm. (Germany) Japan Atopic Dermatitis / HPA Axis Study + Phase II b

F Pharm. (Japan) Singapore Dry Eye / Consultation of Recruitments

G Pharm. (Japan) Japan Pancreatic Cancer / Phase III

H Pharm. (Japan) Japan Severe Atopic Dermatitis / Phase II b

CRO (Swiss) with US Device Company Japan Gynecology / PMS (Medical Device)

Oncology; 26

Musculoskeletal; 25

Derma. & Sensory 

Organ; 24
CNS; 12

Digestive Organ; 5

Hematology; 5

Immunology; 5

Metabolism & Internal 

Secretion; 5

Circulatory; 4

Respiratory; 4

Infectious Disease; 2 Other; 12



Experiences & Achievements
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Clinical Research Support (except for phase study)

SRD experiences many clinical research such as retrospective, prospective, treatment outcome, etc. studies for decades. 

Nowadays, clinical research has high demand in Japan so that SRD has been gained knowledge and capability of these study to 

not only fulfill clients needs and satisfaction in Japan, but also foreign clients.

Indication Scopeof Work Duration # of Subjects # of Sites

Arteriosclerosis obliterans Monitoring 5 years 70 20

Chronic heart failure Contractsand monitoring, etc. 1 year 100 15

Chronic heart failure Contractsand monitoring, etc. 2 years 200 40

Rheumatoidarthritis Total support 5 years 1000 25

Ulcerative colitis Contracts,Patient registration, and monitoring, etc. 4 years 200 10

Treatment outcome study of medical device Contracts, Survey collection, DM 6 years 3500 230

Hyper-LDL-cholesterolemia Monitoring 3 months 270 20

Osteoporosis Contracts,Patient registration, and monitoring, etc. 5 years 1500 150

Asthma Retrospective (patient medicalbackground) study 2 years 360 30

Prostate Cancer DM/ Statistical analysis 4 years 50 1

Diabetes Mellitus DM 3.5 years 50 3

Diaper rush DM/ Statistical analysis 0.5 years - -

Premature alopecia Monitoring, DM, Statistical analysis 3 years 66 2

Diabetes Mellitus Statistical analysis 0.5 years

DeviceDetails Period # of Subjects Classification*

Extracorporealcirculation apparatus for familial hypercholosteremia Jul. 2000 ~ Dec. 2002 40 III

Rehabilitation system for lower back pain May2000 ~ Sep. 2000 60 II

Bleach agent for teeth Aug. 2001 ~ Sep. 2002 62 III

Potential therapy apparatus for shoulder stiffness Feb. 2004 ~ Oct. 2004 20 II

Contact lens Apr. 2005 ~ Sep. 2005 40 III

Home oxygen therapy apparatus for chroniccardiac insufficiency Aug.2006 ~ Dec. 2007 8 II

Lasertherapy apparatus for varicose vein Apr.2008 ~Dec. 2009 90 III

Rehabilitation system for upper limb with hemiparaticstroke patients May 2008 ~ 2009 40 II

Lasertherapy apparatus for benign prostatic hyperplasia Dec. 2012 ~Oct. 2014 95 III

Thrombectomycatheter or acute ischemic cerebrovasculardisease Feb. 2013 ~ Mar. 2013 52 IV

Lasertherapy apparatus for varicose vein Jun. 2013 ~ Mar. 2013 90 III

Dental implant material Jan. 2014~ Apr. 2017 23 III

Lasertherapy apparatus for varicose vein Apr. 2014 ~ Dec. 2015 73 III

Valvulardisease Dec. 2014 ~ Oct. 2016 50 III

MonopolarRadiofrequency system Jun. 2015 ~ Apr. 2016 20 PMS

Valvulardisease Nov.2016 ~ 136 III

SRD has been trying to be a ñNo.1 Partnerò for our customers by the full support service experiences of regulatory 

consulting such as support of PMDA informal and formal consultation, strategy plan establishments, and approval 

application . SRD has been awarded the satisfaction from our existed customers so that SRD obtains constant repeat 

request from many customers for consulting, managing, and operating for prospective clinical trials. 

For our first customers who does not have any clinical trial experiences, SRD regulatory representative will support 

the customer with tender care for obtaining support satisfaction of regulatory related information, clinical trial 

design planning, etc. for customer developing products

Support of Medical Device Development 



Experiences & Achievements

Consulting & Other Services

Regulatory Affairs  has constantly communicate with foreign customers for solving their issues and for developing 

their new products. SRD provides suitable  development and regulatory strategies based on our customer request and 

questions to fulfill our customersô satisfaction. 

For domestic support request, SRD provides the support of regulatory application,  development strategy planning, 

application / registration of Master File and of Accreditation of Foreign Manufacturer, In Country Clinical Care-

taker, etc. in Mandarin and Korean not only in English. SRD also will help to find overseas CRO and SMO for better 

conduction of clinical trial for our customers

Regulatory Affairs

Awards Relating Pharmaceuticals Number of Awards Remarks

Drug master file registration 48
Israel, Italy, India, South Korea, Switzerland, China, 

Denmark, and Marta, etc.

Foreign manufacturer accreditation 39
Italy, India, Switzerland, Taiwan, China, Denmark, Germany, 

France, and Marta, etc.

Application for marketing approval 39 Anticancer drugs, vitamins, vaccines, plasma derivative, etc. 

Consulting 21
Circulatory drug, antimicrobial drug, analgesic, OTCs, and 

trainer role for training, etc.

Awards Relating Medical Devices Number of Awards Remarks

Application for marketing approval 27
Orthopedic articles, physical therapy instruments and 

equipments, medical mirror, medical thermocautery,  catheters 

for infusion or drainage,  injector, etc. 

Application for marketing certification 50

Program for diagnosis of the disease, teeth crown material, 

respiratingequipment, instruments and equipments for 

radioactive material, physical therapy instruments and 

equipments, testing instruments for internal organs, medical 

mirror, catheters for infusion or drainage, orthopedic articles, 

etc.

Pre-market Submission 15 medical mirror, injector, etc. 

Registration for foreign manufacturer

accreditation and market license
15

Medical device marketing authorization, medical device 

manufacturer, registration of foreign medical device 

manufacturer , etc.

Consulting 56
Support for development of  medical device, Support for 

PMDA consultation, Support for QMS compliance inspection, 

trainer dispatching for in-house training, etc. 
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Pharmacology team of clinical development dept. experiences various clinical trials and from those experiences , the team 

serves the templates of protocol, IB, ICF, and IRB application package for our each customers to minimize the timeline from 

the support request to the start of clinical trial.

Pharmacology team is well experienced lots of clinical trials and awarded accolades so that most of customers return to SRD 

services and lots of first time customers are also satisfied with SRD services.
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