
 

 
 

Biopharmaceutical New Product Planning, Development & Filing  

“ . . . a new 

medicinal compound 

entering Phase 1 

testing, often 

representing the 

culmination of 

upwards of a 

decade of preclinical 

screening and 

evaluation, is 

estimated to have 

only an 8 percent 

chance of reaching 

the market. This 

reflects a worsening 

outlook from the 

historical success 

rate of about  
14 percent.”  

 

  

 

Message from De Young & Hayden, LLC  

De Young & Hayden, LLC !"#$%&'(  

 

De Young & Hayden, LLC is a consulting partnership that can help pharmaceutical 
companies bring promising compounds to market in Japan or Western countries. 

We support R&D activities and contribute to the commercial success of products in 

the markets.  

De Young & Hayden, LLC) *+,) -./) 0123456789#:;<=>?@AB

CDEFGH6I=JK#@LMNOPQRSTJU) VRW45X7YZ[\][@O

PS5^'_%`H#X7I#a9bcdefgSTJU 

Our clients are companies that want to make their R&D more strategic. Often these 
companies become frustrated with the slow pace of filing in Japan. Delays can 

result from inappropriate project management, unduly long clinical studies, 

incomplete project evaluation, inefficient information sharing within team members, 

or ineffective documentation work (see below ) .  
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To overcome these prospective issues, we, De Young & Hayden, LLC, provide the 

knowledge, skills, tools and services to help in a multifaceted way, enabling 

companies to focus clinical studies to shortened time to NDA approval by MHLW. 
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De Young & Hayden, LLC is also interesting in supporting aspiring Japanese 

pharmaceutical companies to carry forward with their NCEs to Western markets or 
to develop R&D collaboration strategies in Western countries and thereby lead to 

an expansion of business opportunities across borders.  

D./45DEFGHÂÌ=>?#ÍÎ@ÏÐSR�5YZ[\#LMk2@ÑSw±

R�JKm0HGÒ@ÓÔR»(Õt�Ö�t#×Ø@ÙÇÚÛbHÜÝb<AB#6

789@OPJKm0eÞßÝs��TJU 

At every stage of development from preclinical planning through NDA filing and 

marketing, De Young & Hayden, LLC can help maintain critical focus on the 
commercial success of the project. 
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Solving Problems in Drug Development  
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Drug development processes at pharmaceutical companies throughout the world face a variety of 

problems that can impede progress of a project. Based upon our experience and knowledge, we 

understand how many companies constantly face a great diversity of problems or complications 
leading to delay in project progression: 

23/4*5/67%89+!"#$:;%84(<=>?%@+-.A)B+CDE=FGHIJK/L

MANO'PQRSTUV WXYZ=C5RE/[\]^_P`=a5b9>c/67AFGHIJK/L

defg<X`h>ij-.]kljmn%op*qr5(4+Pgs0'(4RhUV [t/uvjmw

Z=xy%z{+uvj|}E)B+/Eh ] 

 

1 Organizational management of 
project 
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2 Cross-sectional or vertically-
integrated information sharing 
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3 Communication efficiency �����������  

4 Phase transfer 
(preclinical>>>PI>>>P2>>>P3>>P4) 
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5 Evaluation of preclinical efficacy and 
safety 
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6 Rationale for clinical efficacy and 
safety evaluation  
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7 Construction of submission logic ¯°GH±J/²³  

8 Compilation of preclinical or clinical 
data (IB, clinical study report, NDA 
dossier—Gaiyo) 

���=��´�µ/¶·�¸\"¹º=»¼�½¾=¯°¿ÀÁ

¾ ¹º¾¥  

9 Production/Review of protocol (P1, 
P2, P3, P4) 
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10 Process of IND submission, NDA 
filing or review meetings with 
regulatory officials 
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11 Production/Review of presentation 
materials (in-company, 
academia/hospital, 3rd party, 
MHLW) 
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12 Last, but not least, labeling áâã�äV �åæ%jçXA×mjCD¥  

 

Engagement of De Young & Hayden, LLC in your R&D activities helps companies minimize project 

deterioration. We willingly work out problems/issues in cooperation with our clients, as we believe 
that SPEED and QUALITY of R&D activities must be an indispensable prerequisite for the success 

of your projects and therefore in business. 
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What We Can Do for Clients 
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Performance and Services 
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De Young & Hayden, LLC has clients around the world.  We provide decision-making support for 

pharma executives and their teams in virtually all major therapeutic areas.  In addition to assessing 
the value of drug candidates, we provide strategic and logistical support for their preclinical and 

clinical developments to help provide the best return on investment. Our clients include big 

pharmaceutical companies, as well as small and medium-sized pharmaceutical companies. 

We help companies integrate their scientific, regulatory and marketing goals or globalize their 
business horizons: 
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1 Streamlining R&D studies to shorten time to 
NDA filing through effective strategy 
construction 
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2 Creating in-depth, scientifically validated 
Target Product Profiles and development 
strategies to effectively manage portfolios for 
global development 
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3 Identifying specific go/no-go hurdles to 
enable informed decisions and establish  
objective criteria for continuing or ending a 
project 
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4 Developing successful research and 
development strategies é?êE-´µ:z{|}?½zE-./  

5 Combining highly skilled and knowledgeable 
scientific expertise with professional writing 
know-how to create regulatory documents 
clearly, concisely and effectively 
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6 Strengthening internal and external 
communication to influence decision makers 
and expedite approvals 
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7 Supporting the R&D activities of their NCEs 
or business opportunities in Western 
countries from various angles 
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8 Interviewing Key Opinion Leaders to evaluate 
and understand critical issues through 
objective scientific expert opinion (if 
necessary) 
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9 Providing various training programs for 
project management, global communication 
skills or production of effective presentation 
materials 

!"#$%&'()*"+,-./0123+456789:

;<=>?@;ABCDEFGEHIEJKLKM

&N+26*.!"*OPQRST:UV  

10 Serving as an agent for Japanese companies 
wishing to build bridges to the West, develop 
collaborative relationship, and expand into 
Western markets !   
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How To’s of De Young & Hayden, LLC 

De Young & Hayden, LLCEtu.v+  

1.  Project management tool: MIRS (see our website !!!"#$%&'()*+%#$(",&-) 

2 .  Templates of various documents for submission to regulatory officials or for presentation: 

 Managed Scientific Thinking and Writing 
3 .  Checklists for scientific review and logic construction 

4. Effective global communication under different cultures 

5. Effective E-mail for global communication 

wx!"#$%&'(v+-yz{|}~ ��H�Eu$���&Q���J;)!!!"#$%&'()*+%#$(",&-.      

�x����YE��_����AB�CDEFG�6!N+&y�����V��FG           

�x���N�1+��(��E�$f% ¡&~ �¢£¤¥¦)§¨©ª�)��¥¦9:;<  

�A.��«¬M­®                                                                   

¯x°±�M²�³´*"+,-./0123+456µ¶~ �·¸¹º)AB)»©¼½)¾¿.�ÀM­®        

Áx*"+,-./0123+456GÂEHIEÃµo=>:Ä-ÅÆÇÈFG¶  

 

Please contact us for more detailed information at: 
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Larry De Young, Ph.D.     Larry.DeYoung@DeYoungHayden.com 

Office:  (650) 728-2466    Cell:  (650) 224-2579    Fax:  (866) 522-5006 

Brad Hayden, Ph.D.         Brad.Hayden@DeYoungHayden.com 
Office:  (650) 712-1673    Cell:  (650) 218-3379    Fax:  (866) 231-1685 

Norio Himori, Ph.D.*   Cell:  (090) 3800-1946 

* Dr. Norio Himori (norio.himori@DeYoungHayden.com) is the designated representative for DYH in 

Japan. He will, on an as-needed basis, build a bridge of understanding between you and De Young 
& Hayden, LLC. 
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