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WZK:��d�D�E�'�D�Ed�;dǁŽͲ�ĂǇͿ
KǀĞƌǀŝĞǁ͗�dŚŝƐ�ĐŽƵƌƐĞ�ŝŶƚƌŽĚƵĐĞƐ�ƐƚƵĚĞŶƚƐ�
ƚŽ�ƚŚĞ�ĨŽƵŶĚĂƟŽŶƐ�ŽĨ�ƐƵĐĐĞƐƐĨƵů�ƉƌŽũĞĐƚ�
ŵĂŶĂŐĞŵĞŶƚ͕�ĞƐƉĞĐŝĂůůǇ�ŝŶ�Ă�ƚĞĐŚŶŽůŽŐǇ�
ĞŶǀŝƌŽŶŵĞŶƚ͘�^ƚƵĚĞŶƚƐ�ǁŝůů�ůĞĂƌŶ�ŬĞǇ�ƉƌŽũĞĐƚ�
ŵĂŶĂŐĞŵĞŶƚ�ĐŽŶĐĞƉƚƐ͕�ƚŚĞŶ�ŝŵŵĞĚŝĂƚĞůǇ�
ĂƉƉůǇ�ƚŚĞŵ�ŝŶ�Ă�ŚĂŶĚƐͲŽŶ�ƚĞĂŵ�ƐŝŵƵůĂƟŽŶ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ĂƉƉƌŽĂĐŚĞƐ�ƉƌŽũĞĐƚ�ŵĂŶĂŐĞŵĞŶƚ�
ĨƌŽŵ�ƚŚĞ�ƐƚĂŶĚƉŽŝŶƚ�ŽĨ�ŵĂŶĂŐŝŶŐ�Ă�ƐŝŶŐůĞ͕�
ƐƚĂŶĚͲĂůŽŶĞ�ƉƌŽũĞĐƚ�ƚŚĂƚ�ŝƐ�ƐŵĂůů�ƚŽ�ŵĞĚŝƵŵ�
ŝŶ�ƐŝǌĞ͘�dŚĞ�ĐůĂƐƐ�ƚĂŬĞƐ�ƐƚƵĚĞŶƚƐ�ƚŚƌŽƵŐŚ�ƚŚĞ�
ƉƌŽũĞĐƚ�ůŝĨĞ�ĐǇĐůĞ�ŝŶ�ƚŚĞ�ƐĂŵĞ�ƐĞƋƵĞŶĐĞ�ƚŚĞǇ�
ǁŽƵůĚ�ĨĂĐĞ�ǁŚĞŶ�ŵĂŶĂŐŝŶŐ�Ă�ƌĞĂů�ƉƌŽũĞĐƚ�ŝŶ�
ƚŚĞ�ǁŽƌŬƉůĂĐĞ͘�

FAILURE MODE AND EFFECTS ANALYSIS - 
WZK��^^�;KŶĞͲ�ĂǇͿ
KǀĞƌǀŝĞǁ͗�dŚŝƐ�ĐŽƵƌƐĞ�ƉƌŽǀŝĚĞƐ�Ă�ƐƚƌƵĐƚƵƌĞĚ�
ŐƵŝĚĞ�ƚŽ�ƚŚĞ�ƉƌŽĐĞƐƐ�ŽĨ�ƉĞƌĨŽƌŵŝŶŐ�ĂŶ�ĞīĞĐƟǀĞ�
&ĂŝůƵƌĞ�DŽĚĞ�ĂŶĚ��īĞĐƚƐ��ŶĂůǇƐŝƐ�ĨŽƌ��ĞƐŝŐŶ�
ĂŶĚ��ĞǀĞůŽƉŵĞŶƚ�;�&D��Ϳ͘��&D���ĐĂŶ�ďĞ�
ƉĞƌĨŽƌŵĞĚ�ĚƵƌŝŶŐ�ĚĞƐŝŐŶ�ĂŶĚ�ĚĞǀĞůŽƉŵĞŶƚ�
ŽŶ�ƉƌŽĚƵĐƚƐ�ƚŽ�ŵŝŶŝŵŝǌĞ�ƌŝƐŬƐ�ĂŶĚ�ĨƵƚƵƌĞ�ĐŽƐƚƐ�
ŽĨ�ŶĞǁ�ƉƌŽĚƵĐƚƐ͘�/ƚ�ŝƐ�ĂůƐŽ�Ă�ŚŝŐŚůǇ�ĞīĞĐƟǀĞ�
ƚĞĐŚŶŝƋƵĞ�ƚŽ�ƵƐĞ�ŝŶ�ƉůĂŶŶŝŶŐ�ƵŶĚĞƌ�ĂŶǇ�ƋƵĂůŝƚǇ�
ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�ƐƚĂŶĚĂƌĚ͕�ƐƵĐŚ�ĂƐ�/^K�
ϵϬϬϭ�ĂŶĚ�/^K�ϭϯϰϴϱ͘�

Ks�Zs/�t�K&�&���;,ĂůĨͲ�ĂǇ͕�ϴͲϭϮͿ
KǀĞƌǀŝĞǁ͗�dŚĞ�&���ŚĂƐ�ŵŽƌĞ�ƉŽǁĞƌ�ƚŽ�
ĂīĞĐƚ�ƌĞŐƵůĂƚĞĚ�ĐŽŵƉĂŶŝĞƐ�ƚŚĂŶ�ĂůŵŽƐƚ�
ĂŶǇ�ŽƚŚĞƌ�ŽƌŐĂŶŝǌĂƟŽŶ͕�ǇĞƚ�ŵĂŶǇ�ƉĞŽƉůĞ�
ĚŽŶ͛ƚ�ƵŶĚĞƌƐƚĂŶĚ�ŝƚ͘�DĂŶǇ�ŽƚŚĞƌƐ�ŝŐŶŽƌĞ�ŝƚ�
ĂƐ�ŵƵĐŚ�ĂƐ�ƉŽƐƐŝďůĞ͘��Ƶƚ�ƚŚĞ�&���ĂīĞĐƚƐ�ƚŚĞ�
ũŽď�ŽĨ�ĞǀĞƌǇ�ƉĞƌƐŽŶ�ŝŶ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�Žƌ�
ĚƌƵŐ�ĐŽŵƉĂŶǇ͘�dŚŝƐ�ĐŽƵƌƐĞ�ŝƐ�ĚĞƐŝŐŶĞĚ�ƚŽ�
ƉƌŽǀŝĚĞ�ƉĂƌƟĐŝƉĂŶƚƐ�ǁŝƚŚ�ŝŶƐŝŐŚƚ�ŝŶƚŽ�ǁŚĂƚ�
ƚŚĞ�ƌĞŐƵůĂƟŽŶƐ�ĂƌĞ͕�ǁŚǇ�ƚŚĞǇ�ĞǆŝƐƚ͕�ŚŽǁ�ƚŚĞǇ�
Įƚ�ƚŽŐĞƚŚĞƌ͕ �ǁŚĞŶ�ƚŚĞǇ�ĂƉƉůǇ͕ �ĂŶĚ�ŚŽǁ�ƚŽ�
ŝŶƚĞƌƉƌĞƚ�ƚŚĞŵ͘�tĞ�ǁŝůů�ŶŽƚ�ũƵƐƚ�ĚŝƐĐƵƐƐ�YƵĂůŝƚǇ�
^ǇƐƚĞŵƐ�ĂŶĚ�'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ͕�
ďƵƚ�ĂůƐŽ�ƐƵďŵŝƐƐŝŽŶƐ͕�ƌĞŐŝƐƚƌĂƟŽŶ͕�ĐůŝŶŝĐĂů�
ƚƌŝĂůƐ͕�ƌĞĐĂůůƐ͕�ĂŶĚ�ĂĚǀĞƌƐĞ�ĞǀĞŶƚ�ƌĞƉŽƌƟŶŐ͘�
�ĂĐŚ�ƉĂƌƟĐŝƉĂŶƚ�ǁŝůů�ĚĞǀĞůŽƉ�Ă�ďĞƩĞƌ�
ƵŶĚĞƌƐƚĂŶĚŝŶŐ�ŽĨ�ƚŚĞ�ĞŶǀŝƌŽŶŵĞŶƚ�ŝŶ�ǁŚŝĐŚ�
ƚŚĞŝƌ�ĐŽŵƉĂŶǇ�ĞǆŝƐƚƐ�ĂŶĚ�ŚŽǁ�ƚŚĞǇ�ĐĂŶ�ŚĞůƉ�
ƚŚĞŝƌ�ĐŽŵƉĂŶǇ�ƚŚƌŝǀĞ͘

DESIGN CONTROLS FOR MEDICAL DEVICES 
;,ĂůĨͲ�ĂǇ�ϭͲϱͿ
KǀĞƌǀŝĞǁ͗��ĞƐŝŐŶ��ŽŶƚƌŽůƐ�ŚĂǀĞ�ďĞĞŶ�ĂŶ�
&���ƌĞƋƵŝƌĞŵĞŶƚ�ĨŽƌ�ŵŽƐƚ�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�
ŵĂŶƵĨĂĐƚƵƌĞƌƐ�ƐŝŶĐĞ�:ƵŶĞ�ϭϵϵϴ͕�ďƵƚ�ŵĂŶǇ�ƐƟůů�
ƐƚƌƵŐŐůĞ�ǁŝƚŚ�ĞīĞĐƟǀĞ�ĐŽŵƉůŝĂŶĐĞ͘��ĞƐŝŐŶ�
�ŽŶƚƌŽů�ŝƐ�ƚŚĞ�&���ƚĞƌŵ�ĨŽƌ�ŚŽǁ�Ă�ŵĞĚŝĐĂů�
ĚĞǀŝĐĞ�ŵĂŶƵĨĂĐƚƵƌĞƌ�ĐŽŶƚƌŽůƐ�ƚŚĞ�ĚĞƐŝŐŶ͕�
ĚĞǀĞůŽƉŵĞŶƚ͕�ĂŶĚ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ŽĨ�ŝƚƐ�
ƉƌŽĚƵĐƚƐ͘�/^K�ϭϯϰϴϱ�ƵƐĞƐ�ƚŚĞ�ƚĞƌŵ�͞ƉƌŽĚƵĐƚ�
ƌĞĂůŝǌĂƟŽŶ͟�ƚŽ�ĚĞƐĐƌŝďĞ�ƚŚĞƐĞ�ĂĐƟǀŝƟĞƐ͘�
/Ŷ�ĂĚĚŝƟŽŶ�ƚŽ�ƚŚĞ�ĚĞƐŝŐŶ�ĂŶĚ�ƚĞƐƟŶŐ�ŽĨ�
ĚĞǀŝĐĞƐ͕�ĞŶŐŝŶĞĞƌƐ�ŵƵƐƚ�ĂůƐŽ�ĨŽĐƵƐ�ŽŶ�ĞŶƐƵƌŝŶŐ�
ƚŚĂƚ�Ăůů�ŽĨ�ƚŚĞ�ŶĞĐĞƐƐĂƌǇ�ĚŽĐƵŵĞŶƚĂƟŽŶ�ŝƐ�ŝŶ�

ƉůĂĐĞ�ƚŽ�ĚĞŵŽŶƐƚƌĂƚĞ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ��ĞƐŝŐŶ�
�ŽŶƚƌŽůƐ͘�dŚŝƐ�ĚŽĐƵŵĞŶƚĂƟŽŶ�ĐĂŶ�ĂŵŽƵŶƚ�ƚŽ�
ƐĞǀĞƌĂů�ŚƵŶĚƌĞĚ�ƉĂŐĞƐ�Žƌ�ŵŽƌĞ�ĨŽƌ�Ă�ƐŝŶŐůĞ�
ƉƌŽĚƵĐƚ�ůĂƵŶĐŚ͘�

��^/'E�K&��yW�Z/D�Ed^�;dŚƌĞĞͲ�ĂǇͿ
KǀĞƌǀŝĞǁ͗�dŽĚĂǇ Ɛ͛�ŚŝŐŚůǇ�ĐŽŵƉĞƟƟǀĞ�
ĞŶǀŝƌŽŶŵĞŶƚ�ůĞĂǀĞƐ�ŶŽ�ƟŵĞ�ĨŽƌ�ƚƌŝĂů�ĂŶĚ�ĞƌƌŽƌ͘ �
dŚĞ��ĞƐŝŐŶ�ŽĨ��ǆƉĞƌŝŵĞŶƚƐ�;�K�Ϳ�ĐŽƵƌƐĞ�
ƉƌŽǀŝĚĞƐ�Ă�ƐƚƌƵĐƚƵƌĞĚ�ŵĞƚŚŽĚ�ĨŽƌ�ĚĞƚĞƌŵŝŶŝŶŐ�
ƚŚĞ�ƌĞůĂƟŽŶƐŚŝƉ�ďĞƚǁĞĞŶ�ĨĂĐƚŽƌƐ�ĂīĞĐƟŶŐ�Ă�
ƉƌŽĐĞƐƐ�ĂŶĚ�ƚŚĞ�ŽƵƚƉƵƚ�ŽĨ�ƚŚĂƚ�ƉƌŽĐĞƐƐ͘�tŝƚŚ�
ƚŚŝƐ�ŝŶĨŽƌŵĂƟŽŶ͕�ǇŽƵ�ĐĂŶ�ƋƵŝĐŬůǇ�ĚĞǀĞůŽƉ�ƚŚĞ�
ŽƉƟŵƵŵ�ďĂůĂŶĐĞ�ďĞƚǁĞĞŶ�ĨĂĐƚŽƌƐ�ůĞĂĚŝŶŐ�ƚŽ�
ĚƌĂŵĂƟĐ�ŝŵƉƌŽǀĞŵĞŶƚƐ�ŝŶ�ƋƵĂůŝƚǇ͕ �ĐŽƐƚ͕�ĂŶĚ�
ƉƌŽĚƵĐƟǀŝƚǇ͘�WĂƌƟĐŝƉĂŶƚƐ�/Ŷ�ƚŚŝƐ�ƚǁĞŶƚǇ�ĨŽƵƌ�
ŚŽƵƌ�ĐŽƵƌƐĞ�ǁŝůů�ŐĂŝŶ�Ă�Įƌŵ�ƵŶĚĞƌƐƚĂŶĚŝŶŐ�ŽĨ�
ƚŚĞ�ƐƚĂƟƐƟĐĂů�ĐŽŶĐĞƉƚƐ�ĂŶĚ�ďĂƐŝĐ�ƉƌŝŶĐŝƉůĞƐ�
ƵŶĚĞƌůǇŝŶŐ��ĞƐŝŐŶ�ŽĨ��ǆƉĞƌŝŵĞŶƚƐ͘�

BUSINESS COMMUNICATION 
FUNDAMENTALS ;,ĂůĨͲ�ĂǇ͕�ϴͲϭϮͿ
KǀĞƌǀŝĞǁ͗�tŚĞƚŚĞƌ�ĐŽŵŵƵŶŝĐĂƟŶŐ�ǁŝƚŚ�
ǇŽƵƌ�ĐŽͲǁŽƌŬĞƌƐ͕�ǇŽƵƌ�ďŽƐƐ͕�Žƌ�ƵƉƉĞƌ�ůĞǀĞů�
ŵĂŶĂŐĞŵĞŶƚ͕�ŐĞƚ�ǇŽƵƌ�ŵĞƐƐĂŐĞ�ŚĞĂƌĚ�ŝŶ�Ă�
ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ�ĂŶĚ�ĐŽŵƉĞůůŝŶŐ�ŵĂŶŶĞƌ͘ ��/Ŷ�ƚŚŝƐ�
ĨŽƵƌͲŚŽƵƌ�ŝŶƚĞƌĂĐƟǀĞ�ďƵƐŝŶĞƐƐ�ĐŽŵŵƵŶŝĐĂƟŽŶ�
ĐŽƵƌƐĞ͕�ǁĞ�ǁŝůů�ƉƌŽǀŝĚĞ�ǇŽƵ�ŶĞĐĞƐƐĂƌǇ�ǀĞƌďĂů͕�
ŶŽŶͲǀĞƌďĂů�ĂŶĚ�ǁƌŝƩĞŶ�ƚŽŽůƐ�ƚŽ�ŚĞůƉ�ǇŽƵ�ƚŽ�
ĐŽŵŵƵŶŝĐĂƚĞ�ŵŽƌĞ�ĞīĞĐƟǀĞůǇ͕ �ĂŶĚ�ƉƌŽŵŽƚĞ�Ă�
ƌĞƐƉĞĐƞƵů�ǁŽƌŬŝŶŐ�ĞŶǀŝƌŽŶŵĞŶƚ͘

/DWZKDWdh�WZ�^�Ed/E'�;,ĂůĨͲ�ĂǇ�ϴͲϭϮͿ
KǀĞƌǀŝĞǁ͗�zŽƵ�ŚĂǀĞ�ůĞƐƐ�ƚŚĂŶ�ϴ�ŚŽƵƌƐ�ƚŽ�ƉƵůů�
ƚŽŐĞƚŚĞƌ�Ă�ůĂƐƚ�ŵŝŶƵƚĞ�ƉƌĞƐĞŶƚĂƟŽŶ�ƚŽ�ƵƉƉĞƌ�
ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͘��DĂŬŝŶŐ�ǇŽƵƌ�ĂƌŐƵŵĞŶƚ�
ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ͕�ĂŶĚ�ĐŽŚĞƌĞŶƚ�ŝƐ�ĐƌŝƟĐĂů͘��zŽƵƌ�
ƚĞĂŵ�ŝƐ�ĐŽƵŶƟŶŐ�ŽŶ�ǇŽƵ͕�ĂŶĚ�ǇŽƵƌ�ƌĞƉƵƚĂƟŽŶ�
ŝƐ�Ăƚ�ƐƚĂŬĞ͘��,ĞƌĞ�ĂƌĞ�ƐŽŵĞ�ƚŽƉŝĐƐ�ƚŚŝƐ��ĐůĂƐƐ�ǁŝůů�
ĂĚĚƌĞƐƐ͗
ͻ�tŚĂƚ�ŝƐ�ǇŽƵƌ�ƉƌĞƐĞŶƚĂƟŽŶ�ŐŽĂů͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ĚĞĐŝĚĞ�ǁŚĂƚ�ŝŶĨŽƌŵĂƟŽŶ�ƚŽ�
ƉƌĞƐĞŶƚ�ĂŶĚ�ŝƚƐ�ƉƌŝŽƌŝƟǌĂƟŽŶ͍
ͻ�tŚŽ�ŝƐ�ǇŽƵƌ�ĂƵĚŝĞŶĐĞ͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ƉƌĞƉĂƌĞ�ĨŽƌ�YΘ�͍
ͻ�tŚĂƚ�ǀŝƐƵĂůƐ�ĂƌĞ�ŶĞĞĚĞĚ͕�ŝĨ�ĂŶǇ͍

^d�d/^d/��>�WZK��^^��KEdZK>�;dǁŽͲ�ĂǇͿ
KǀĞƌǀŝĞǁ͗�dŚĞ�ŬĞǇ�ƚŽ�ŝŵƉƌŽǀŝŶŐ�ƉƌŽĐĞƐƐ�
ƉĞƌĨŽƌŵĂŶĐĞ�ŝƐ�ƚŽ�ƵŶĚĞƌƐƚĂŶĚ͕�ĐŽŶƚƌŽů�ĂŶĚ�
ƌĞĚƵĐĞ�ǀĂƌŝĂƟŽŶ͘�/Ŷ�ƚŚŝƐ�ǁŽƌŬƐŚŽƉ͕�ƉĂƌƟĐŝƉĂŶƚƐ�
ǁŝůů�ůĞĂƌŶ�ŚŽǁ�ƚŚĞ�ŵŽŶŝƚŽƌŝŶŐ�ĂŶĚ�ĂŶĂůǇƐŝƐ�
ƚŽŽůƐ�ŽĨ�^W��ĐĂŶ�ďĞ�ƵƐĞĚ�ƚŽ�ĂĐŚŝĞǀĞ�ƚŚĂƚ�ŐŽĂů͘�
'ŽŝŶŐ�ďĞǇŽŶĚ�ƚŚĞ�ŵĞƌĞ�ŵĞĐŚĂŶŝĐƐ�ŽĨ�^W�͕�ƚŚŝƐ�
ǁŽƌŬƐŚŽƉ�ǁŝůů�ĂůƐŽ�ŐƵŝĚĞ�ƉĂƌƟĐŝƉĂŶƚƐ�ƚŚƌŽƵŐŚ�
ƚŚĞ�ƐƚĞƉƐ�ŶĞĞĚĞĚ�ƚŽ�ĚĞĮŶĞ�Ă�ƉƌŽĐĞƐƐ�ĂŶĚ�
ĚĞƚĞƌŵŝŶĞ�ƉƌŽƉĞƌ�ŵĞĂƐƵƌĞŵĞŶƚ�ƚĞĐŚŶŝƋƵĞƐ�ƐŽ�
ƚŚĂƚ�ƚŚĞ�ƌŝŐŚƚ�ĐŽŶƚƌŽů�ĐŚĂƌƚ�ŝƐ�ƵƐĞĚ�ŝŶ�ƚŚĞ�ƌŝŐŚƚ�
ƉůĂĐĞ�Ăƚ�ƚŚĞ�ƌŝŐŚƚ�ƟŵĞ͘�

 

&Žƌ�ŽǀĞƌ�ĮǀĞ�ǇĞĂƌƐ�ƚŚĞ�KƌĞŐŽŶ��ŝŽƐĐŝĞŶĐĞ��ƐͲ
ƐŽĐŝĂƟŽŶ�;KƌĞŐŽŶ��ŝŽͿ�ŚĂƐ�ďĞĞŶ�ŽīĞƌŝŶŐ�Ă�ƉƌŽͲ
ĨĞƐƐŝŽŶĂů�ǁŽƌŬĨŽƌĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�;�ŝŽWƌŽͿ�
ĚĞƐŝŐŶĞĚ�ƚŽ�ŵĞĞƚ�ƚŚĞ�ŶĞĞĚƐ�ŽĨ�KƌĞŐŽŶ Ɛ͛�ŐƌŽǁͲ
ŝŶŐ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ͘�^ŝŶĐĞ��ŝŽWƌŽ Ɛ͛�ŝŶĐĞƉͲ
ƟŽŶ͕�ŽǀĞƌ�ϭ͕ϲϬϬ�ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ďĞŶĞĮƚĞĚ�
ĨƌŽŵ�ƚŚŝƐ�ƉƌŽŐƌĂŵ͘��ĂƐĞĚ�ŽŶ�ƚŚĞ�ŐƵŝĚĂŶĐĞ�ǁĞ�
ƌĞĐĞŝǀĞ�ĨƌŽŵ�ŽƵƌ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƌŽďƵƐƚ�ĐĂƚĂůŽŐ�ŽĨ�ŝŶĚƵƐƚƌǇ�
ƐƉĞĐŝĮĐ�ĐůĂƐƐĞƐ�ƚĂƵŐŚƚ�ďǇ�ŝŶĚƵƐƚƌǇ�ĞǆƉĞƌƚƐ͘

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�Ă�ŶĂƚƵƌĂů�ŽƵƚŐƌŽǁƚŚ�
ŽĨ�ŽƵƌ�ĞǆŝƐƟŶŐ�ƉƌŽŐƌĂŵ�ĂŶĚ�ůǀĞƌĂŐĞƐ�ƚŚŝƐ�ĚĞĞƉ�
ƉŽŽů�ŽĨ�ƚƌĂŝŶŝŶŐ�ĞǆƉĞƌƟƐĞ͘��Ƶŝůƚ�ĂƌŽƵŶĚ�ƚŚĞ�
ƐƚƌĞŶŐƚŚ�ŽĨ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�
ĚŝƌĞĐƚ�ŝŶƉƵƚ͕�ƚŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�ŵĂŶͲ
ĂŐĞĚ�ďǇ�ƚŚĞ��ŝŽWƌŽ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƚͲ
ƚĞĞ�ŽĨ�ŝŶĚƵƐƚƌǇͬŚƵŵĂŶ�ƌĞƐŽƵƌĐĞ�ĞǆƉĞƌƚƐ͘�dŚĞƐĞ�
ƉƌŽŐƌĂŵƐ�ĂƌĞ�ƐƉĞĐŝĮĐĂůůǇ�ĚĞƐŝŐŶĞĚ�ďǇ�ŝŶĚƵƐƚƌǇ�
ůĞĂĚĞƌƐ�ĂŶĚ�ĞŵďŽĚǇ�ƚŚĞŝƌ�ĐŽŵŵŝƚŵĞŶƚ�ƚŽ�ŝŶͲ
ĚƵƐƚƌǇ�ĚƌŝǀĞŶ�ƚƌĂŝŶŝŶŐ͕�ƚŚĞŝƌ�ǇĞĂƌƐ�ŽĨ�ĞǆƉĞƌƟƐĞ�
ĂŶĚ�ĚĞƐŝƌĞ�ƚŽ�ŚŝƌĞ�ůŽĐĂůůǇ�ǁŚĞŶ�ƉŽƐƐŝďůĞ͘

BioCatalyst History

/Ä�ϮϬϭϰ��çÝ®Ä�ÝÝ�KÙ�¦ÊÄ͕�®Ä�Ö�ÙãÄ�Ù�Ý«®Ö�
ó®ã«�KÙ�¦ÊÄ��®Ê�Ù���®ò���¥çÄ�®Ä¦�¥ÙÊÃ�
ã«��½�¦®Ý½�ãçÙ���ãÊ�Ê¥¥�Ù��®ÊÝ�®�Ä���ÝÖ��®¥®��
ÖÙÊ¥�ÝÝ®ÊÄ�½�ãÙ�®Ä®Ä¦�;�®Ê��ã�½ùÝãͿ�ãÊ�
çÄ��ÙͬçÄ�ÃÖ½Êù���KÙ�¦ÊÄ®�ÄÝ�«ÊÖ®Ä¦�
½�çÄ�«�ã«�®Ù���Ù��ÙÝ�®Ä�ã«���®ÊÝ�®�Ä���
®Ä�çÝãÙù͘ �d«��Ê�¹��ã®ò��®Ý�ãÊ�ÖÙ�Ö�Ù��Øç�½®-
¥®��͕�Ã®�Ͳ��Ù��Ù���Ä�®��ã�Ý�ãÊ���ÙÄ�Ý��ãÊÙ�
ÝÖ��®¥®���®ÊÝ�®�Ä���®Ä�çÝãÙù���Ùã®¥®��ã�Ý�ãÊ�
¥��®½®ã�ã��ã«®Ý��ÃÖ½ÊùÃ�Äã�ãÙ�ÄÝ®ã®ÊÄ͘�

K¥¥�Ù����ã�ÄÊ��ÊÝã�ãÊ�Øç�½®¥®�����Ä�®��ã�Ý͕�
KÙ�¦ÊÄ��®Ê�ó®½½�½�çÄ�«�ã«®Ý�ÝÊÖ«®Ýã®��ã���
��Ùã®¥®��ã��ÖÙÊ¦Ù�Ã�®Ä��ÊÄ¹çÄ�ã®ÊÄ�®Äã�Ù-
�Ýã����ÃÖ½Êù�ÙÝ�®Ä��ç¦çÝã�Ê¥�ϮϬϭϰ͘�WÊã�Ä-
ã®�½��ÖÖ½®��ÄãÝ�Ý«Êç½���ÊÄã��ã�KÙ�¦ÊÄ��®Ê�
�Ä��Ýç�Ã®ã�ã«�®Ù��ÖÖ½®��ã®ÊÄ�;ó��Ý®ã�Ϳ͘

KƌĞŐŽŶ��ŝŽ�ǁŽƵůĚ�ůŝŬĞ�ƚŽ�ĂĐŬŶŽǁůĞĚŐĞ�ƚŚĞ�
ƐƵƉƉŽƌƚ�ŽƵƌ�ƉƌŽŐƌĂŵƐ�ŚĂǀĞ�ƌĞĐĞŝǀĞĚ�ĨƌŽŵ�ŽƵƌ�
ƚƌĂŝŶŝŶŐ�ƉĂƌƚŶĞƌ�Ăƚ�tŽƌŬƐǇƐƚĞŵƐ�/ŶĐ͘�dŽŐĞƚŚĞƌ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƐƵĐĐĞƐƐĨƵů�ƉƌŽĨĞƐƐŝŽŶĂů�
ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�ƚŚĂƚ�ŝƐ�ŚŝŐŚůǇ�ƌĞƐƉĞĐƚĞĚ�ĂŶĚ�
ĂĐƟǀĞůǇ�ƐƵƉƉŽƌƚĞĚ�ďǇ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ͘�

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ǁŽƵůĚ�ĂůƐŽ�ŶŽƚ�ďĞ�
ƉŽƐƐŝďůĞ�ǁŝƚŚŽƵƚ�ƚŚĞ�ĮŶĂŶĐŝĂů�ƐƵƉƉŽƌƚ�ŽĨ�
ƚŚĞ�KƌĞŐŽŶ�ůĞŐŝƐůĂƚƵƌĞ�ĂŶĚ�ŽƵƌ�ĚĞƉůŽǇŵĞŶƚ�
ƉĂƌƚŶĞƌ��ƵƐŝŶĞƐƐ�KƌĞŐŽŶ͘�dŽŐĞƚŚĞƌ�ǁĞ�ůĞĂĚ�ƚŚĞ�
ǁĂǇ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�ƚŚŝƐ�ƵŶŝƋƵĞ�ƉƵďůŝĐͬƉƌŝǀĂƚĞ͕�
ŝŶĚƵƐƚƌǇͲďĂƐĞĚ�ďŝŽƐĐŝĞŶĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ͘

&2856(�'(6&5,37,216��0HGLFDO�'HYLFH�)RXQGDWLRQ�&HUWLÀFDWH

About BioCatalyst Partners



Oregon Bio 2012:
Bioscience Digitization 
and Discovery

CURRICULUM OUTLINE 
• Practical Data Analysis 
• Project Management 
• Overview of FDA 
• Business Communication Fundamentals 
• Design Controls for Medical Devices 
• Statistical Process Control 
• Failure Mode and Effective Analysis 
• Impromptu Presenting
• Quality Systems Overview
• Preparing for Regulatory Inspections

 
Employer Information: www.oregonbio.org

 

BioCatalyst 
Professional
Certificate Program 
Medical Device Foundations

Course Information 
Dates: November 6 - 21, 2014
 
Applications /Inquiries: 
biocatalyst@oregonbio.org



PROJECT MANAGEMENT (Two-Day)
Overview: This course introduces students to the 
foundations of successful project management, 
especially in a technology environment. Students 
will learn key project management concepts, 
then immediately apply them in a hands-on 
team simulation. This course approaches project 
management from the standpoint of managing 
a single, stand-alone project that is small to 
medium in size. The class takes students through 
the project life cycle in the same sequence they 
would face when managing a real project in the 
workplace. 

FAILURE MODE AND EFFECTS ANALYSIS - 
PROCESS (One-Day)
Overview: This course provides a structured 
guide to the process of performing an effective 
Failure Mode and Effects Analysis for Design and 
Development (DFMEA). DFMEA can be performed 
during design and development on products to 
minimize risks and future costs of new products. 
It is also a highly effective technique to use in 
planning under any quality management system 
standard, such as ISO 9001 and ISO 13485. 

OVERVIEW OF FDA (Half-Day, 8-12)
Overview: The FDA affects the job of every person 
in a medical device or drug company. This course 
is designed to provide participants with insight 
into what the regulations are, why they exist, how 
they fit together, when they apply, and how to 
interpret them. We will not just discuss Quality 
Systems and Good Manufacturing Practices, but 
also submissions, registration, clinical trials, recalls, 
and adverse event reporting. Each participant 
will develop a better understanding of the 
environment in which their company exists and 
how they can help their company thrive.

DESIGN CONTROLS FOR MEDICAL DEVICES (Half-
Day 1-5)
Overview: Design Controls have been an 
FDA requirement for most medical device 
manufacturers since June 1998, but many still 
struggle with effective compliance. Design 
Control is the FDA term for how a medical device 
manufacturer controls the design, development, 
and manufacturing of its products. ISO 13485 uses 
the term “product realization” to describe these 
activities. 
In addition to the design and testing of devices, 
engineers must also focus on ensuring that all 
of the necessary documentation is in place to 
demonstrate compliance with Design Controls. 
This documentation can amount to several 
hundred pages or more for a single product 
launch. 

BUSINESS COMMUNICATION 
FUNDAMENTALS (Half-Day, 8-12)
Overview: Whether communicating with your co-
workers, your boss, or upper level management, 
get your message heard in a clear, concise and 
compelling manner.  In this four-hour interactive 
business communication course, we will provide 
you necessary verbal, non-verbal and written tools 
to help you to communicate more effectively, and 
promote a respectful working environment.

IMPROMPTU PRESENTING (Half-Day 8-12)
Overview: You have less than 8 hours to pull 
together a last minute presentation to upper 
level management.  Making your argument clear, 
concise, and coherent is critical. Here are some 
topics this  class will address:
• What is your presentation goal?
• How do you decide what information to present 
and its prioritization?
• Who is your audience?
• How do you prepare for Q&A?
• What visuals are needed, if any?

STATISTICAL PROCESS CONTROL (Two-Day)
Overview: The key to improving process 
performance is to understand, control and 
reduce variation. In this workshop, participants 
will learn how the monitoring and analysis tools 
of SPC can be used to achieve that goal. Going 
beyond the mere mechanics of SPC, this workshop 
will also guide participants through the steps 
needed to define a process and determine proper 
measurement techniques so that the right control 
chart is used in the right place at the right time. 

PRACTICAL DATA ANALYSIS (Two-Day)Overview:  
This 16-hour course provides an introduction 
to analyzing common business and industrial 
data. By the end of the course, you will be able 
to: analyze data using the most appropriate 
statistical methods and interpret the results, use 
statistical graphics to display data and the results 
of data analysis., distinguish between comparison 
and correlation hypotheses, apply the most 
appropriate statistical methods to test comparison 
and correlation hypotheses, and use a leading PC-
based statistical software program.
 
QUALITY SYSTEMS OVERVIEW (Half-Day, 8-12)
Overview: Quality Systems (QS) are sometimes 
viewed as a necessary evil or belonging only to 
production and quality assurance personnel. 
However, effective QS can help a business not only 
comply, but excel. This course focuses on medical 
device companies and how to create, implement, 
and improve QS that match your company. Both 
FDA QS and ISO QS will be discussed. We will also 
cover: how different departments are impacted 
by QS, the biggest pitfalls in establishing and 
maintaining QS, and how to critically evaluate 
your QS. There will be group exercises and lots of 
interaction among participants to provide multiple 
options. In QS, it is definitely true that one size 
does not fit all! 

PREPARINg FOR REgULATORY 
INSPECTIONS (Half-Day, 1-5)
Overview: Many organizations, such as FDA, ISO, 
OSHA, and EPA, can conduct audits or inspections 
in a biotech company. Most people view these 
events as scary, but there are ways to make them 
less difficult. The first method is compliance 
with the applicable rules. After that, preparation 
is the key. We will focus on these preparatory 
techniques, for example, using internal auditing 
as a tool, developing an inspection procedure, 
educating employees, and conducting mock 
inspections. Participants will roll-play being 
auditors and auditees.

 

For over five years the Oregon Bioscience As-
sociation (Oregon Bio) has been offering a pro-
fessional workforce training program (BioPro) 
designed to meet the needs of Oregon’s grow-
ing bioscience industry. Since BioPro’s incep-
tion, over 1,600 bioscience workers benefited 
from this program. Based on the guidance we 
receive from our Industry Steering Committee 
we have developed a robust catalog of industry 
specific classes taught by industry experts.

The BioCatalyst program is a natural outgrowth 
of our existing program and lverages this deep 
pool of training expertise. Built around the 
strength of our industry members and their 
direct input, the BioCatalyst program is man-
aged by the BioPro Industry Steering Commit-
tee of industry/human resource experts. These 
programs are specifically designed by industry 
leaders and embody their commitment to in-
dustry driven training, their years of expertise 
and desire to hire locally when possible.

BioCatalyst History

In 2014 Business Oregon, in partner ship 
with Oregon Bio received funding from 
the legislature  to offer bioscience specific 
professional training (BioCatalyst) to 
under/unemployed Oregonians hoping 
launch their careers in the bioscience 
industry. The objective is to prepare quali-
fied, mid-career candidates to earn sector 
specific bioscience industry certificates to 
facilitate this employment transition. 

Offered at no cost to qualified candidates, 
Oregon Bio will launch this sophisticated 
certificate program in conjunction inter-
ested employers in August of 2014. Poten-
tial applicants should contact Oregon Bio 
and submit their application (website).

Oregon Bio would like to acknowledge the 
support our programs have received from our 
training partner at Worksystems Inc. Together 
we have developed a successful professional 
training program that is highly respected and 
actively supported by our industry members. 

The BioCatalyst program would also not be 
possible without the financial support of 
the Oregon legislature and our deployment 
partner Business Oregon. Together we lead the 
way in establishing this unique public/private, 
industry-based bioscience training program.

COURSE DESCRIPTIONS: Medical Device Foundation Certificate

About BioCatalyst Partners



Oregon Bio 2012:
�ŝŽƐĐŝĞŶĐĞ��ŝŐŝƟǌĂƟŽŶ�
ĂŶĚ��ŝƐĐŽǀĞƌǇ

CURRICULUM OUTLINE 
ͻ��ƵƐŝŶĞƐƐ��ŽŵŵƵŶŝĐĂƟŽŶ�&ƵŶĚĂŵĞŶƚĂůƐ�
ͻ�/ŵƉƌŽŵƉƚƵ�WƌĞƐĞŶƟŶŐ
ͻ�WƌŝŶĐŝƉůĞƐ�ŽĨ�>ĞĂŶ�DĂŶƵĨĂĐƚƵƌŝŶŐ
ͻ�DĞĂƐƵƌĞŵĞŶƚ�^ǇƐƚĞŵƐ��ŶĂůǇƐŝƐ
ͻ�KǀĞƌǀŝĞǁ�ŽĨ�&���
ͻ��ĞƐŝŐŶ��ŽŶƚƌŽůƐ�ĨŽƌ�DĞĚŝĐĂů��ĞǀŝĐĞƐ��
ͻ�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�KǀĞƌǀŝĞǁ
ͻ�WƌĞƉĂƌŝŶŐ�ĨŽƌ�/ŶƐƉĞĐƟŽŶƐ�ŝŶ�ZĞŐƵůĂƚĞĚ�/ŶĚƵƐƚƌŝĞƐ
ͻ�/^K�ϵϬϬϭͬ/^K�ϭϯϰϴϱ�/ŶƚĞƌŶĂů��ƵĚŝƚŽƌ�dƌĂŝŶŝŶŐ
ͻ�&ŝŶĂŶĐŝĂů�^ŬŝůůƐ�ĨŽƌ�EŽŶͲ&ŝŶĂŶĐĞ�WĞŽƉůĞ
ͻ�WƌŽďůĞŵ�^ŽůǀŝŶŐ�ĨŽƌ��ŽƌƌĞĐƟǀĞ�ĂŶĚ�WƌĞǀĞŶƟǀĞ�
�����ĐƟŽŶ�;��W�Ϳ

 
�ŵƉůŽǇĞƌ�/ŶĨŽƌŵĂƟŽŶ͗�ǁǁǁ͘ŽƌĞŐŽŶďŝŽ͘ŽƌŐ

 

�ŝŽ�ĂƚĂůǇƐƚ 
WƌŽĨĞƐƐŝŽŶĂů
�ĞƌƟĮĐĂƚĞ�WƌŽŐƌĂŵ 
Quality Assurance

�ŽƵƌƐĞ�/ŶĨŽƌŵĂƟŽŶ�

>ŽĐĂƟŽŶ͗�tĞůĐŚ��ůůǇŶ
�ĂƚĞƐ͗�:ĂŶƵĂƌǇ�ϲ�Ͳ�Ϯϴ͕�ϮϬϭϱ�
�ƉƉůŝĐĂƟŽŶƐ�ͬ/ŶƋƵŝƌŝĞƐ͗�
ũƵůŝĞΛŽƌĞŐŽŶďŝŽ͘ŽƌŐ



BUSINESS COMMUNICATION 
FUNDAMENTALS 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 6 (8:00-12:00 p.m.)

KǀĞƌǀŝĞǁ͗�tŚĞƚŚĞƌ�ĐŽŵŵƵŶŝĐĂƟŶŐ�ǁŝƚŚ�
ǇŽƵƌ�ĐŽͲǁŽƌŬĞƌƐ͕�ǇŽƵƌ�ďŽƐƐ͕�Žƌ�ƵƉƉĞƌ�ůĞǀĞů�
ŵĂŶĂŐĞŵĞŶƚ͕�ŐĞƚ�ǇŽƵƌ�ŵĞƐƐĂŐĞ�ŚĞĂƌĚ�ŝŶ�
Ă�ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ�ĂŶĚ�ĐŽŵƉĞůůŝŶŐ�ŵĂŶŶĞƌ͘ ��
/Ŷ�ƚŚŝƐ�ĨŽƵƌͲŚŽƵƌ�ŝŶƚĞƌĂĐƟǀĞ�ďƵƐŝŶĞƐƐ�
ĐŽŵŵƵŶŝĐĂƟŽŶ�ĐŽƵƌƐĞ͕�ǁĞ�ǁŝůů�ƉƌŽǀŝĚĞ�
ǇŽƵ�ŶĞĐĞƐƐĂƌǇ�ǀĞƌďĂů͕�ŶŽŶͲǀĞƌďĂů�ĂŶĚ�
ǁƌŝƩĞŶ�ƚŽŽůƐ�ƚŽ�ŚĞůƉ�ǇŽƵ�ƚŽ�ĐŽŵŵƵŶŝĐĂƚĞ�
ŵŽƌĞ�ĞīĞĐƟǀĞůǇ͕ �ĂŶĚ�ƉƌŽŵŽƚĞ�Ă�ƌĞƐƉĞĐƞƵů�
ǁŽƌŬŝŶŐ�ĞŶǀŝƌŽŶŵĞŶƚ͘

IMPROMPTU PRESENTING
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 7 (8:00-12:00 p.m.)

KǀĞƌǀŝĞǁ͗�zŽƵ�ŚĂǀĞ�ůĞƐƐ�ƚŚĂŶ�ϴ�ŚŽƵƌƐ�ƚŽ�ƉƵůů�
ƚŽŐĞƚŚĞƌ�Ă�ůĂƐƚ�ŵŝŶƵƚĞ�ƉƌĞƐĞŶƚĂƟŽŶ�ƚŽ�ƵƉƉĞƌ�
ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͘��DĂŬŝŶŐ�ǇŽƵƌ�ĂƌŐƵŵĞŶƚ�
ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ͕�ĂŶĚ�ĐŽŚĞƌĞŶƚ�ŝƐ�ĐƌŝƟĐĂů͘�,ĞƌĞ�
ĂƌĞ�ƐŽŵĞ�ƚŽƉŝĐƐ�ƚŚŝƐ��ĐůĂƐƐ�ǁŝůů�ĂĚĚƌĞƐƐ͗
ͻ�tŚĂƚ�ŝƐ�ǇŽƵƌ�ƉƌĞƐĞŶƚĂƟŽŶ�ŐŽĂů͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ĚĞĐŝĚĞ�ǁŚĂƚ�ŝŶĨŽƌŵĂƟŽŶ�ƚŽ�
ƉƌĞƐĞŶƚ�ĂŶĚ�ŝƚƐ�ƉƌŝŽƌŝƟǌĂƟŽŶ͍
ͻ�tŚŽ�ŝƐ�ǇŽƵƌ�ĂƵĚŝĞŶĐĞ͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ƉƌĞƉĂƌĞ�ĨŽƌ�YΘ�͍
ͻ�tŚĂƚ�ǀŝƐƵĂůƐ�ĂƌĞ�ŶĞĞĚĞĚ͕�ŝĨ�ĂŶǇ͍

PRINCIPLES OF LEAN MANUFACTURING
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ͕ �Jan. 8 (8:30-5:00 p.m.)

dŚŝƐ�ŽŶĞͲĚĂǇ�ŚŝŐŚůǇ�ŝŶƚĞƌĂĐƟǀĞ�ĐŽƵƌƐĞ�
ƉƌŽǀŝĚĞƐ�ĂŶ�ŽǀĞƌǀŝĞǁ�ŽĨ�ƚŚĞ�ƉƌŝŶĐŝƉůĞƐ�ŽĨ�
>ĞĂŶ�DĂŶƵĨĂĐƚƵƌŝŶŐ͘�WĂƌƟĐŝƉĂŶƚƐ�ƌĞǀŝĞǁ�
ƚŚĞ�ŚŝƐƚŽƌǇ�ŽĨ�ůĞĂŶ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ĂŶĚ�
ůĞĂƌŶ�ŚŽǁ�ůĞĂŶ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ƚŽŽůƐ�ĂŶĚ�
ƉƌŽŐƌĂŵƐ�ĂƉƉůǇ�ŝŶ�ƚŽĚĂǇ Ɛ͛�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�
ĞŶǀŝƌŽŶŵĞŶƚ͘��dŚĞ�ĐŽƵƌƐĞ�ĐŽŵďŝŶĞƐ�ůĞĐƚƵƌĞ�
ĂŶĚ�ƐŝŵƵůĂƟŽŶ�ƚŚĂƚ�ĂīŽƌĚƐ�ƉĂƌƟĐŝƉĂŶƚƐ�
ĂŶ�ŝŵŵĞĚŝĂƚĞ�ŽƉƉŽƌƚƵŶŝƚǇ�ƚŽ�ĂƉƉůǇ�ƚŚĞ�
ƉƌŝŶĐŝƉůĞƐ�ůĞĂƌŶĞĚ�ŝŶ�ƚŚĞ�ĐůĂƐƐ͘��dŚĞ�ƌĞƐƵůƚƐ�
ŽĨ�ƚŚĞ�ĮƌƐƚ�ƐŝŵƵůĂƟŽŶ�ƌŽƵŶĚ�ƉƌŽǀŝĚĞ�ƚŚĞ�
ƐĞƫŶŐ�ĨŽƌ�ĐŽŶƟŶƵŽƵƐ�ŝŵƉƌŽǀĞŵĞŶƚ͘��>ĞĂŶ�
ƉƌŝŶĐŝƉůĞƐ�ŝŶĐŽƌƉŽƌĂƚĞĚ�ŽǀĞƌ�ƐƵďƐĞƋƵĞŶƚ�
ƌŽƵŶĚƐ�ĂůůŽǁ�ƉĂƌƟĐŝƉĂŶƚƐ�ƚŽ�ƚƌĂŶƐĨŽƌŵ�
Ă�ĐŚĂŽƟĐ͕�ŝŶĞĸĐŝĞŶƚ�ƉƌŽĐĞƐƐ�ƚŽ�Ă�ŚŝŐŚůǇ�
ƉƌŽĚƵĐƟǀĞ�ĂŶĚ�ĞĸĐŝĞŶƚ�ƉƌŽĚƵĐƟŽŶ�ƉƌŽĐĞƐƐ
 

MEASUREMENT SYSTEMS ANALYSIS 
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ͕ �Jan. 14 (8:30-5:00 p.m.)

KǀĞƌǀŝĞǁ͗�dŚŝƐ�ŽŶĞ�ĚĂǇ�ĐŽƵƌƐĞ�
ĚĞŵŽŶƐƚƌĂƚĞƐ�ƚŚĞ�ŶĞĞĚ�ĨŽƌ�ŵĞĂƐƵƌĞŵĞŶƚ�
ƐǇƐƚĞŵƐ�ĂŶĂůǇƐŝƐ͘�&Žƌ�ƋƵĂŶƟƚĂƟǀĞ�
ŵĞĂƐƵƌĞŵĞŶƚ�ƐǇƐƚĞŵƐ͕�ŝƚ�ĐŽǀĞƌƐ�
ƌĞƉĞĂƚĂďŝůŝƚǇ͕ �ƌĞƉƌŽĚƵĐŝďŝůŝƚǇ͕ �ůŝŶĞĂƌŝƚǇ͕ �
ƐƚĂďŝůŝƚǇ͕ �ƉƌĞĐŝƐŝŽŶ͕�ĂŶĚ�ĂĐĐƵƌĂĐǇ͘�&Žƌ�
ĂƩƌŝďƵƚĞ�ŵĞĂƐƵƌĞŵĞŶƚ�ƐǇƐƚĞŵƐ͕�ŝƚ�ĐŽǀĞƌƐ�
ĂƉƉƌĂŝƐĞƌ�ƐĞůĨͲĂŐƌĞĞŵĞŶƚ͕�ĂƉƉƌĂŝƐĞƌ�ĐƌŽƐƐͲ
ĂŐƌĞĞŵĞŶƚ͕�ĂŶĚ�ĂŐƌĞĞŵĞŶƚ�ǁŝƚŚ�ƐƚĂŶĚĂƌĚ͘

OVERVIEW OF FDA
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 15 (8:00-12:00 p.m.)

KǀĞƌǀŝĞǁ͗�dŚĞ�&���ĂīĞĐƚƐ�ƚŚĞ�ũŽď�ŽĨ�ĞǀĞƌǇ�
ƉĞƌƐŽŶ�ŝŶ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�Žƌ�ĚƌƵŐ�ĐŽŵƉĂŶǇ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ŝƐ�ĚĞƐŝŐŶĞĚ�ƚŽ�ƉƌŽǀŝĚĞ�ƉĂƌƟĐŝͲ
ƉĂŶƚƐ�ǁŝƚŚ�ŝŶƐŝŐŚƚ�ŝŶƚŽ�ǁŚĂƚ�ƚŚĞ�ƌĞŐƵůĂƟŽŶƐ�
ĂƌĞ͕�ǁŚǇ�ƚŚĞǇ�ĞǆŝƐƚ͕�ŚŽǁ�ƚŚĞǇ�Įƚ�ƚŽŐĞƚŚĞƌ͕ �
ǁŚĞŶ�ƚŚĞǇ�ĂƉƉůǇ͕ �ĂŶĚ�ŚŽǁ�ƚŽ�ŝŶƚĞƌƉƌĞƚ�
ƚŚĞŵ͘�tĞ�ǁŝůů�ŶŽƚ�ũƵƐƚ�ĚŝƐĐƵƐƐ�YƵĂůŝƚǇ�
^ǇƐƚĞŵƐ�ĂŶĚ�'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ͕�
ďƵƚ�ĂůƐŽ�ƐƵďŵŝƐƐŝŽŶƐ͕�ƌĞŐŝƐƚƌĂƟŽŶ͕�ĐůŝŶŝĐĂů�
ƚƌŝĂůƐ͕�ƌĞĐĂůůƐ͕�ĂŶĚ�ĂĚǀĞƌƐĞ�ĞǀĞŶƚ�ƌĞƉŽƌƟŶŐ͘�
�ĂĐŚ�ƉĂƌƟĐŝƉĂŶƚ�ǁŝůů�ĚĞǀĞůŽƉ�Ă�ďĞƩĞƌ�ƵŶĚĞƌͲ
ƐƚĂŶĚŝŶŐ�ŽĨ�ƚŚĞ�ĞŶǀŝƌŽŶŵĞŶƚ�ŝŶ�ǁŚŝĐŚ�ƚŚĞŝƌ�
ĐŽŵƉĂŶǇ�ĞǆŝƐƚƐ�ĂŶĚ�ŚŽǁ�ƚŚĞǇ�ĐĂŶ�ŚĞůƉ�ƚŚĞŝƌ�
ĐŽŵƉĂŶǇ�ƚŚƌŝǀĞ͘

DESIGN CONTROL FOR MEDICAL DEVICES 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 15 (1:00-5:00 p.m.)

KǀĞƌǀŝĞǁ͗��ĞƐŝŐŶ��ŽŶƚƌŽůƐ�ŚĂǀĞ�ďĞĞŶ�ĂŶ�
&���ƌĞƋƵŝƌĞŵĞŶƚ�ĨŽƌ�ŵŽƐƚ�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�
ŵĂŶƵĨĂĐƚƵƌĞƌƐ�ƐŝŶĐĞ�:ƵŶĞ�ϭϵϵϴ͕�ďƵƚ�ŵĂŶǇ�
ƐƟůů�ƐƚƌƵŐŐůĞ�ǁŝƚŚ�ĞīĞĐƟǀĞ�ĐŽŵƉůŝĂŶĐĞ͘�
�ĞƐŝŐŶ��ŽŶƚƌŽů�ŝƐ�ƚŚĞ�&���ƚĞƌŵ�ĨŽƌ�ŚŽǁ�Ă�
ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�ŵĂŶƵĨĂĐƚƵƌĞƌ�ĐŽŶƚƌŽůƐ�ƚŚĞ�
ĚĞƐŝŐŶ͕�ĚĞǀĞůŽƉŵĞŶƚ͕�ĂŶĚ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�
ŽĨ�ŝƚƐ�ƉƌŽĚƵĐƚƐ͘�/^K�ϭϯϰϴϱ�ƵƐĞƐ�ƚŚĞ�ƚĞƌŵ�
͞ƉƌŽĚƵĐƚ�ƌĞĂůŝǌĂƟŽŶ͟�ƚŽ�ĚĞƐĐƌŝďĞ�ƚŚĞƐĞ�
ĂĐƟǀŝƟĞƐ͘�

/Ä�ϮϬϭϰ��çÝ®Ä�ÝÝ�KÙ�¦ÊÄ͕�®Ä�Ö�ÙãÄ�Ù�Ý«®Ö�
ó®ã«�KÙ�¦ÊÄ��®Ê�Ù���®ò���¥çÄ�®Ä¦�¥ÙÊÃ�
ã«��½�¦®Ý½�ãçÙ���ãÊ�Ê¥¥�Ù��®ÊÝ�®�Ä���ÝÖ�-
�®¥®��ÖÙÊ¥�ÝÝ®ÊÄ�½�ãÙ�®Ä®Ä¦�;�®Ê��ã�½ùÝãͿ�
ãÊ�çÄ��ÙͬçÄ�ÃÖ½Êù���KÙ�¦ÊÄ®�ÄÝ�«ÊÖ-
®Ä¦�½�çÄ�«�ã«�®Ù���Ù��ÙÝ�®Ä�ã«���®ÊÝ�®-
�Ä���®Ä�çÝãÙù͘ �d«��Ê�¹��ã®ò��®Ý�ãÊ�ÖÙ�Ö�Ù��
Øç�½®¥®��͕�Ã®�Ͳ��Ù��Ù���Ä�®��ã�Ý�ãÊ�
��ÙÄ�Ý��ãÊÙ�ÝÖ��®¥®���®ÊÝ�®�Ä���®Ä�çÝãÙù�
��Ùã®¥®��ã�Ý�ãÊ�¥��®½®ã�ã��ã«®Ý��ÃÖ½ÊùÃ�Äã�
ãÙ�ÄÝ®ã®ÊÄ͘�

K¥¥�Ù����ã�ÄÊ��ÊÝã�ãÊ�Øç�½®¥®�����Ä-
�®��ã�Ý͕�KÙ�¦ÊÄ��®Ê�ó®½½�½�çÄ�«�ã«®Ý�
ÝÊÖ«®Ýã®��ã�����Ùã®¥®��ã��ÖÙÊ¦Ù�Ã�®Ä�
�ÊÄ¹çÄ�ã®ÊÄ�®Äã�Ù�Ýã����ÃÖ½Êù�ÙÝ�®Ä�
�ç¦çÝã�Ê¥�ϮϬϭϰ͘�WÊã�Äã®�½��ÖÖ½®��ÄãÝ�
Ý«Êç½���ÊÄã��ã�KÙ�¦ÊÄ��®Ê��Ä��Ýç�Ã®ã�
ã«�®Ù��ÖÖ½®��ã®ÊÄ�;ó��Ý®ã�Ϳ͘

KƌĞŐŽŶ��ŝŽ�ǁŽƵůĚ�ůŝŬĞ�ƚŽ�ĂĐŬŶŽǁůĞĚŐĞ�ƚŚĞ�
ƐƵƉƉŽƌƚ�ŽƵƌ�ƉƌŽŐƌĂŵƐ�ŚĂǀĞ�ƌĞĐĞŝǀĞĚ�ĨƌŽŵ�
ŽƵƌ�ƚƌĂŝŶŝŶŐ�ƉĂƌƚŶĞƌ�Ăƚ�tŽƌŬƐǇƐƚĞŵƐ�/ŶĐ͘�
dŽŐĞƚŚĞƌ�ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƐƵĐĐĞƐƐĨƵů�
ƉƌŽĨĞƐƐŝŽŶĂů�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�ƚŚĂƚ�ŝƐ�ŚŝŐŚůǇ�
ƌĞƐƉĞĐƚĞĚ�ĂŶĚ�ĂĐƟǀĞůǇ�ƐƵƉƉŽƌƚĞĚ�ďǇ�ŽƵƌ�
ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ͘�

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ǁŽƵůĚ�ĂůƐŽ�ŶŽƚ�ďĞ�
ƉŽƐƐŝďůĞ�ǁŝƚŚŽƵƚ�ƚŚĞ�ĮŶĂŶĐŝĂů�ƐƵƉƉŽƌƚ�ŽĨ�
ƚŚĞ�KƌĞŐŽŶ�ůĞŐŝƐůĂƚƵƌĞ�ĂŶĚ�ŽƵƌ�ĚĞƉůŽǇŵĞŶƚ�
ƉĂƌƚŶĞƌ��ƵƐŝŶĞƐƐ�KƌĞŐŽŶ͘�dŽŐĞƚŚĞƌ�ǁĞ�ůĞĂĚ�
ƚŚĞ�ǁĂǇ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�ƚŚŝƐ�ƵŶŝƋƵĞ�ƉƵďůŝĐͬ
ƉƌŝǀĂƚĞ͕�ŝŶĚƵƐƚƌǇͲďĂƐĞĚ�ďŝŽƐĐŝĞŶĐĞ�ƚƌĂŝŶŝŶŐ�

&2856(�'(6&5,37,216��0HGLFDO�'HYLFH�1RQWHFKQLFDO�&HUWLÀFDWH

About BioCatalyst Partners



/Ŷ�ĂĚĚŝƟŽŶ�ƚŽ�ƚŚĞ�ĚĞƐŝŐŶ�ĂŶĚ�ƚĞƐƟŶŐ�
ŽĨ�ĚĞǀŝĐĞƐ͕�ĞŶŐŝŶĞĞƌƐ�ŵƵƐƚ�ĂůƐŽ�ĨŽĐƵƐ�
ŽŶ�ĞŶƐƵƌŝŶŐ�ƚŚĂƚ�Ăůů�ŽĨ�ƚŚĞ�ŶĞĐĞƐƐĂƌǇ�
ĚŽĐƵŵĞŶƚĂƟŽŶ�ŝƐ�ŝŶ�ƉůĂĐĞ�ƚŽ�ĚĞŵŽŶƐƚƌĂƚĞ�
ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ��ĞƐŝŐŶ��ŽŶƚƌŽůƐ͘�dŚŝƐ�
ĚŽĐƵŵĞŶƚĂƟŽŶ�ĐĂŶ�ĂŵŽƵŶƚ�ƚŽ�ƐĞǀĞƌĂů�
ŚƵŶĚƌĞĚ�ƉĂŐĞƐ�Žƌ�ŵŽƌĞ�ĨŽƌ�Ă�ƐŝŶŐůĞ�ƉƌŽĚƵĐƚ�
ůĂƵŶĐŚ͘�

QUALITY SYSTEMS OVERVIEW 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 16 (8:00-12:00 p.m.)

KǀĞƌǀŝĞǁ͗�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�;Y^Ϳ�ĂƌĞ�
ƐŽŵĞƟŵĞƐ�ǀŝĞǁĞĚ�ĂƐ�Ă�ŶĞĐĞƐƐĂƌǇ�Ğǀŝů�Žƌ�
ďĞůŽŶŐŝŶŐ�ŽŶůǇ�ƚŽ�ƉƌŽĚƵĐƟŽŶ�ĂŶĚ�ƋƵĂůŝƚǇ�
ĂƐƐƵƌĂŶĐĞ�ƉĞƌƐŽŶŶĞů͘�,ŽǁĞǀĞƌ͕ �ĞīĞĐƟǀĞ�
Y^�ĐĂŶ�ŚĞůƉ�Ă�ďƵƐŝŶĞƐƐ�ŶŽƚ�ŽŶůǇ�ĐŽŵƉůǇ͕ �
ďƵƚ�ĞǆĐĞů͘�dŚŝƐ�ĐŽƵƌƐĞ�ĨŽĐƵƐĞƐ�ŽŶ�ŵĞĚŝĐĂů�
ĚĞǀŝĐĞ�ĐŽŵƉĂŶŝĞƐ�ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌĞĂƚĞ͕�
ŝŵƉůĞŵĞŶƚ͕�ĂŶĚ�ŝŵƉƌŽǀĞ�Y^�ƚŚĂƚ�ŵĂƚĐŚ�
ǇŽƵƌ�ĐŽŵƉĂŶǇ͘��ŽƚŚ�&���Y^�ĂŶĚ�/^K�Y^�
ǁŝůů�ďĞ�ĚŝƐĐƵƐƐĞĚ͘�tĞ�ǁŝůů�ĂůƐŽ�ĐŽǀĞƌ͗�ŚŽǁ�
ĚŝīĞƌĞŶƚ�ĚĞƉĂƌƚŵĞŶƚƐ�ĂƌĞ�ŝŵƉĂĐƚĞĚ�ďǇ�
Y^͕�ƚŚĞ�ďŝŐŐĞƐƚ�ƉŝƞĂůůƐ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�
ĂŶĚ�ŵĂŝŶƚĂŝŶŝŶŐ�Y^͕�ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌŝƟĐĂůůǇ�
ĞǀĂůƵĂƚĞ�ǇŽƵƌ�Y^͘�dŚĞƌĞ�ǁŝůů�ďĞ�ŐƌŽƵƉ�
ĞǆĞƌĐŝƐĞƐ�ĂŶĚ�ůŽƚƐ�ŽĨ�ŝŶƚĞƌĂĐƟŽŶ�ĂŵŽŶŐ�
ƉĂƌƟĐŝƉĂŶƚƐ�ƚŽ�ƉƌŽǀŝĚĞ�ŵƵůƟƉůĞ�ŽƉƟŽŶƐ͘�/Ŷ�
Y^͕�ŝƚ�ŝƐ�ĚĞĮŶŝƚĞůǇ�ƚƌƵĞ�ƚŚĂƚ�ŽŶĞ�ƐŝǌĞ�ĚŽĞƐ�
ŶŽƚ�Įƚ�Ăůů͊�

PREPARING FOR INSPECTIONS IN 
REGULATED INDUSTRIES
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 16 (1:00-5:00 p.m.)

KǀĞƌǀŝĞǁ͗�DĂŶǇ�ŽƌŐĂŶŝǌĂƟŽŶƐ͕�ƐƵĐŚ�ĂƐ�&��͕�
/^K͕�K^,�͕�ĂŶĚ��W�͕�ĐĂŶ�ĐŽŶĚƵĐƚ�ĂƵĚŝƚƐ�
Žƌ�ŝŶƐƉĞĐƟŽŶƐ�ŝŶ�Ă�ďŝŽƚĞĐŚ�ĐŽŵƉĂŶǇ͘�DŽƐƚ�
ƉĞŽƉůĞ�ǀŝĞǁ�ƚŚĞƐĞ�ĞǀĞŶƚƐ�ĂƐ�ƐĐĂƌǇ͕ �ďƵƚ�
ƚŚĞƌĞ�ĂƌĞ�ǁĂǇƐ�ƚŽ�ŵĂŬĞ�ƚŚĞŵ�ůĞƐƐ�ĚŝĸĐƵůƚ͘�
dŚĞ�ĮƌƐƚ�ŵĞƚŚŽĚ�ŝƐ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ�ƚŚĞ�
ĂƉƉůŝĐĂďůĞ�ƌƵůĞƐ͘��ŌĞƌ�ƚŚĂƚ͕�ƉƌĞƉĂƌĂƟŽŶ�ŝƐ�
ƚŚĞ�ŬĞǇ͘�tĞ�ǁŝůů�ĨŽĐƵƐ�ŽŶ�ƚŚĞƐĞ�ƉƌĞƉĂƌĂƚŽƌǇ�
ƚĞĐŚŶŝƋƵĞƐ͕�ĨŽƌ�ĞǆĂŵƉůĞ͕�ƵƐŝŶŐ�ŝŶƚĞƌŶĂů�
ĂƵĚŝƟŶŐ�ĂƐ�Ă�ƚŽŽů͕�ĚĞǀĞůŽƉŝŶŐ�ĂŶ�ŝŶƐƉĞĐƟŽŶ�
ƉƌŽĐĞĚƵƌĞ͕�ĞĚƵĐĂƟŶŐ�ĞŵƉůŽǇĞĞƐ͕�ĂŶĚ�
ĐŽŶĚƵĐƟŶŐ�ŵŽĐŬ�ŝŶƐƉĞĐƟŽŶƐ͘�WĂƌƟĐŝƉĂŶƚƐ�
ǁŝůů�ƌŽůůͲƉůĂǇ�ďĞŝŶŐ�ĂƵĚŝƚŽƌƐ�ĂŶĚ�ĂƵĚŝƚĞĞƐ͘

/^K�ϵϬϬϭͬ/^K�ϭϯϰϴϱ�/Ed�ZE�>��h�/dKZ�
TRAINING 
�ĂƚĞƐ͗�dǁŽͲ�ĂǇ͕ �Jan. 20-21 (8:30-5:00 p.m.)

KǀĞƌǀŝĞǁ͗�dŽ�ƐƵĐĐĞƐƐĨƵůůǇ�ŝŵƉůĞŵĞŶƚ�ĂŶĚ�
ŵĂŝŶƚĂŝŶ�Ă�ƋƵĂůŝƚǇ�ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�
Ă�ĐŽŵƉĂŶǇ�ŵƵƐƚ�ŚĂǀĞ�ĂŶ�/ŶƚĞƌŶĂů��ƵĚŝƚ�
ƉƌŽĐĞƐƐ�ĂŶĚ�ƵƐĞ�ƚƌĂŝŶĞĚ�ĂƵĚŝƚŽƌƐ�ƚŽ�ƉĞƌĨŽƌŵ�
ƚŚĞ�ĂƵĚŝƚƐ͘�/ŶƚĞƌŶĂů�ĂƵĚŝƚŽƌƐ�ĂƌĞ�ĂůƐŽ�Ă�ŬĞǇ�

ĞůĞŵĞŶƚ�ŝŶ�ƋƵĂůŝƚǇ�ƐǇƐƚĞŵ�ŝŵƉƌŽǀĞŵĞŶƚ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ƚĞĂĐŚĞƐ�ĂƵĚŝƟŶŐ�ƚŽ�ƚŚĞ�/^K�
ϵϬϬϭͬ/^K�ϭϯϰϴϱ�ƐƚĂŶĚĂƌĚƐ�ĂŶĚ�ƉůĂĐĞƐ�Ă�
ƐƚƌŽŶŐ�ĞŵƉŚĂƐŝƐ�ŽŶ�ƉƌŽŵŽƟŶŐ�ĞŵƉůŽǇĞĞ�
ƉĂƌƟĐŝƉĂƟŽŶ�ŝŶ�ƚŚĞ�ŝŵƉƌŽǀĞŵĞŶƚ�ƉƌŽĐĞƐƐ͘��

&/E�E�/�>�^</>>^�&KZ�EKEͳ&/E�E���
PEOPLE 
�ĂƚĞƐ͗�dǁŽͲ�ĂǇ͕ �Jan. 22-23 (8:30-5:00 p.m.)

KǀĞƌǀŝĞǁ͗�dŚŝƐ�ƚǁŽͲĚĂǇ�ŝŶƚĞŶƐŝǀĞ�ǁŽƌŬƐŚŽƉ�
ŝƐ�ƐƉĞĐŝĂůůǇ�ĚĞǀĞůŽƉĞĚ�ƚŽ�ƉƌŽǀŝĚĞ�Ă�ƐŽůŝĚ�
ĨŽƵŶĚĂƟŽŶ�ŝŶ�ĮŶĂŶĐŝĂů�ĂŶĂůǇƐŝƐ�ĂŶĚ�
ĚĞĐŝƐŝŽŶͲŵĂŬŝŶŐ͕�ďŽƚŚ�ĨƌŽŵ�ƚŚĞ�ƉĞƌƐƉĞĐƟǀĞ�
ŽĨ�ƚŚĞ�ĐŽŵƉĂŶǇ�ĂŶĚ�ƐƉĞĐŝĮĐ�ƉƌŽũĞĐƚƐ͘

&ŝŶĂŶĐŝĂů�^ŬŝůůƐ�ĨŽƌ�EŽŶͲ&ŝŶĂŶĐĞ�WĞŽƉůĞ�
ŝƐ�ĂŶ�ŝŶƚĞƌĂĐƟǀĞ�ǁŽƌŬƐŚŽƉ�ĨŽƌŵĂƚ�
ŝŶĐůƵĚŝŶŐ�ĞǆĞƌĐŝƐĞ͕�ĐĂƐĞ�ƐƚƵĚŝĞƐ͕�ĂŶĚ�ƌĞĂů�
ǁŽƌůĚ�ƉƌŽũĞĐƚƐ�ƚŽ�ŝŵƉƌŽǀĞ�ƉĂƌƟĐŝƉĂŶƚƐ�
ƵŶĚĞƌƐƚĂŶĚŝŶŐ�ĂŶĚ�ĂƉƉůŝĐĂƟŽŶ�ŽĨ͗

ϭ͘&ŝŶĂŶĐŝĂů�ĂŶĂůǇƐŝƐ�ƚŽŽůƐ�ĂŶĚ�ŚŽǁ�ƚŽ�ĂƉƉůǇ�
ƚŚĞŵ�ƚŽ�ǀĂůƵĞ�ŶĞǁ�ƉƌŽĚƵĐƚƐ�ĂŶĚ�ƉƌŽŐƌĂŵƐ

Ϯ͘�ĂƐŝĐ�ĂŶĚ�ĂĚǀĂŶĐĞĚ�ƚĞĐŚŶŝƋƵĞƐ�ƚŽ�ŵĂŬĞ�
ƚƌĂĚĞŽī�ĂŶĚ�Ă�ƉŽƌƞŽůŝŽ�ĚĞĐŝƐŝŽŶƐ�ĨŽƌ�
ƉƌŽĚƵĐƚ�ŝŶǀĞƐƚŵĞŶƚƐ

ϯ͘&ŝŶĂŶĐŝĂů�ƚĞĐŚŶŝƋƵĞƐ�ƚŽ�ĐŽŵŵƵŶŝĐĂƚĞ�
ĂŶĚ�ƐĞůů�ĂĚǀĂŶĐĞĚ�ZΘ�͕�ƉůĂƞŽƌŵ�ĂŶĚ�
ĂƌĐŚŝƚĞĐƚƵƌĞ�ƉƌŽŐƌĂŵƐ

PROBLEM SOLVING FOR CORRECTIVE AND 
PREVENTIVE ACTION 
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ͕ �Jan. 28 (8:30-5:00 p.m.)

KǀĞƌǀŝĞǁ͗�dǁŽ�ŬĞǇ�ŐŽĂůƐ�ŽĨ�Ă�ƋƵĂůŝƚǇ�
ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�ĂƌĞ�ƚŽ�ĮŶĚ�ƚŚĞ�ƌŽŽƚ�
ĐĂƵƐĞƐ�ŽĨ�ĂĐƚƵĂů�ĂŶĚͬŽƌ�ƉŽƚĞŶƟĂů�ƉƌŽďůĞŵƐ�
ĂŶĚ�ƚŽ�ĚĞǀĞůŽƉ�ƉĞƌŵĂŶĞŶƚ�ƐŽůƵƟŽŶƐ͘�/Ŷ�
ƚŚŝƐ�ŽŶĞ�ĚĂǇ�ǁŽƌŬƐŚŽƉ�ǇŽƵ�ǁŝůů�ůĞĂƌŶ�ŚŽǁ�
ƚŽ�ƵƐĞ�ƚŽŽůƐ�ĂŶĚ�ŵĞƚŚŽĚƐ�ŽĨ�ƉƌŽďůĞŵ�
ƐŽůǀŝŶŐ�ŝŶ�ŽƌĚĞƌ�ƚŽ�ĚĞǀĞůŽƉ�ĂŶĚ�ŝŵƉůĞŵĞŶƚ�
ƐŽůƵƟŽŶƐ�ƚŚĂƚ�ĂƌĞ�ĂĐĐĞƉƚĞĚ͕�ĞĸĐŝĞŶƚ͕�ĂŶĚ�
ĞīĞĐƟǀĞ͘�dŚŝƐ�ǁŽƌŬƐŚŽƉ�ǁŝůů�ĂůƐŽ�ĞǆĂŵŝŶĞ�
ďĞƐƚ�ƉƌĂĐƟĐĞ���W��ƐǇƐƚĞŵƐ�ƚŽ�ƉƌŽǀŝĚĞ�
ƚŚŽƵŐŚƚƐ�ĂŶĚ�ŝĚĞĂƐ�ŽŶ�ŚŽǁ�ƚŽ�ŝŵƉƌŽǀĞ�ƚŚĞ�
ƉĞƌĨŽƌŵĂŶĐĞ�ŽĨ�ǇŽƵƌ�ĐƵƌƌĞŶƚ�ƐǇƐƚĞŵ͘�dŚŝƐ�
ǁŽƌŬƐŚŽƉ�ŝƐ�ƉĞƌĨĞĐƚ�ĨŽƌ�ƚŚĞ�ŶŽǀŝĐĞ�Žƌ�ĨŽƌ�
ƚŚŽƐĞ�ĚĞƐŝƌŝŶŐ�ĂŶ�ŝŶǀŝŐŽƌĂƟŶŐ�ƌĞĨƌĞƐŚĞƌ͘
 

 

&Žƌ�ŽǀĞƌ�ĮǀĞ�ǇĞĂƌƐ�ƚŚĞ�KƌĞŐŽŶ��ŝŽƐĐŝĞŶĐĞ��ƐͲ
ƐŽĐŝĂƟŽŶ�;KƌĞŐŽŶ��ŝŽͿ�ŚĂƐ�ďĞĞŶ�ŽīĞƌŝŶŐ�Ă�ƉƌŽͲ
ĨĞƐƐŝŽŶĂů�ǁŽƌŬĨŽƌĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�;�ŝŽWƌŽͿ�
ĚĞƐŝŐŶĞĚ�ƚŽ�ŵĞĞƚ�ƚŚĞ�ŶĞĞĚƐ�ŽĨ�KƌĞŐŽŶ Ɛ͛�ŐƌŽǁͲ
ŝŶŐ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ͘�^ŝŶĐĞ��ŝŽWƌŽ Ɛ͛�ŝŶĐĞƉͲ
ƟŽŶ͕�ŽǀĞƌ�ϭ͕ϲϬϬ�ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ďĞŶĞĮƚĞĚ�
ĨƌŽŵ�ƚŚŝƐ�ƉƌŽŐƌĂŵ͘��ĂƐĞĚ�ŽŶ�ƚŚĞ�ŐƵŝĚĂŶĐĞ�ǁĞ�
ƌĞĐĞŝǀĞ�ĨƌŽŵ�ŽƵƌ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƌŽďƵƐƚ�ĐĂƚĂůŽŐ�ŽĨ�ŝŶĚƵƐƚƌǇ�
ƐƉĞĐŝĮĐ�ĐůĂƐƐĞƐ�ƚĂƵŐŚƚ�ďǇ�ŝŶĚƵƐƚƌǇ�ĞǆƉĞƌƚƐ͘

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�Ă�ŶĂƚƵƌĂů�ŽƵƚŐƌŽǁƚŚ�
ŽĨ�ŽƵƌ�ĞǆŝƐƟŶŐ�ƉƌŽŐƌĂŵ�ĂŶĚ�ůĞǀĞƌĂŐĞƐ�ƚŚŝƐ�ĚĞĞƉ�
ƉŽŽů�ŽĨ�ƚƌĂŝŶŝŶŐ�ĞǆƉĞƌƟƐĞ͘��Ƶŝůƚ�ĂƌŽƵŶĚ�ƚŚĞ�
ƐƚƌĞŶŐƚŚ�ŽĨ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�
ĚŝƌĞĐƚ�ŝŶƉƵƚ͕�ƚŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�ŵĂŶͲ
ĂŐĞĚ�ďǇ�ƚŚĞ��ŝŽWƌŽ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƚͲ
ƚĞĞ�ŽĨ�ŝŶĚƵƐƚƌǇͬŚƵŵĂŶ�ƌĞƐŽƵƌĐĞ�ĞǆƉĞƌƚƐ͘�dŚĞƐĞ�
ƉƌŽŐƌĂŵƐ�ĂƌĞ�ƐƉĞĐŝĮĐĂůůǇ�ĚĞƐŝŐŶĞĚ�ďǇ�ŝŶĚƵƐƚƌǇ�
ůĞĂĚĞƌƐ�ĂŶĚ�ĞŵďŽĚǇ�ƚŚĞŝƌ�ĐŽŵŵŝƚŵĞŶƚ�ƚŽ�ŝŶͲ
ĚƵƐƚƌǇ�ĚƌŝǀĞŶ�ƚƌĂŝŶŝŶŐ͕�ƚŚĞŝƌ�ǇĞĂƌƐ�ŽĨ�ĞǆƉĞƌƟƐĞ�
ĂŶĚ�ĚĞƐŝƌĞ�ƚŽ�ŚŝƌĞ�ůŽĐĂůůǇ�ǁŚĞŶ�ƉŽƐƐŝďůĞ͘

Descriptions continued . . .

BioCatalyst History



Oregon Bio 2012:
�ŝŽƐĐŝĞŶĐĞ��ŝŐŝƟǌĂƟŽŶ�
ĂŶĚ��ŝƐĐŽǀĞƌǇ

CURRICULUM OUTLINE 
ͻ�&ĂŝůƵƌĞ�DŽĚĞ�ĂŶĚ��īĞĐƚƐ��ŶĂůǇƐŝƐ
ͻ��ƵƐŝŶĞƐƐ��ŽŵŵƵŶŝĐĂƟŽŶ�&ƵŶĚĂŵĞŶƚĂůƐ�
ͻ�/ŵƉƌŽŵƉƚƵ�WƌĞƐĞŶƟŶŐ
ͻ�KǀĞƌǀŝĞǁ�ŽĨ�&���
ͻ��ĞƐŝŐŶ��ŽŶƚƌŽůƐ�ĨŽƌ�DĞĚŝĐĂů��ĞǀŝĐĞƐ�
ͻ�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�KǀĞƌǀŝĞǁ
ͻ�WƌĞƉĂƌŝŶŐ�ĨŽƌ�/ŶƐƉĞĐƟŽŶƐ�ŝŶ�ZĞŐƵůĂƚĞĚ�/ŶĚƵƐƚƌŝĞƐ
ͻ�WƌĂĐƟĐĂů��ĂƚĂ��ŶĂůǇƐŝƐ�
ͻ�^ƚĂƟƐƟĐĂů�WƌŽĐĞƐƐ��ŽŶƚƌŽů�
ͻ�WƌŽũĞĐƚ�DĂŶĂŐĞŵĞŶƚ�

 
�ŵƉůŽǇĞƌ�/ŶĨŽƌŵĂƟŽŶ͗�ǁǁǁ͘ŽƌĞŐŽŶďŝŽ͘ŽƌŐ

 

�ŝŽ�ĂƚĂůǇƐƚ 
WƌŽĨĞƐƐŝŽŶĂů
�ĞƌƟĮĐĂƚĞ�WƌŽŐƌĂŵ 
Medical Device Foundations

�ŽƵƌƐĞ�/ŶĨŽƌŵĂƟŽŶ�

>ŽĐĂƟŽŶ͗�tĞůĐŚ��ůůǇŶ�
�ƉƉůŝĐĂƟŽŶƐ�ͬ/ŶƋƵŝƌŝĞƐ͗�
ũƵůŝĞΛŽƌĞŐŽŶďŝŽ͘ŽƌŐ



FAILURE MODE AND EFFECTS ANALYSIS
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ͕�Jan. 5, 2015, (8:30-5:00)
KǀĞƌǀŝĞǁ͗�dŚŝƐ�ĐŽƵƌƐĞ�ƉƌŽǀŝĚĞƐ�Ă�ƐƚƌƵĐƚƵƌĞĚ�ŐƵŝĚĞ�
ƚŽ�ƚŚĞ�ƉƌŽĐĞƐƐ�ŽĨ�ƉĞƌĨŽƌŵŝŶŐ�ĂŶ�ĞīĞĐƟǀĞ�&ĂŝůƵƌĞ�
DŽĚĞ�ĂŶĚ��īĞĐƚƐ��ŶĂůǇƐŝƐ�ĨŽƌ��ĞƐŝŐŶ�ĂŶĚ��ĞǀĞůŽƉ-
ŵĞŶƚ�;�&D��Ϳ͘��&D���ĐĂŶ�ďĞ�ƉĞƌĨŽƌŵĞĚ�ĚƵƌŝŶŐ�
ĚĞƐŝŐŶ�ĂŶĚ�ĚĞǀĞůŽƉŵĞŶƚ�ŽŶ�ƉƌŽĚƵĐƚƐ�ƚŽ�ŵŝŶŝŵŝǌĞ�
ƌŝƐŬƐ�ĂŶĚ�ĨƵƚƵƌĞ�ĐŽƐƚƐ�ŽĨ�ŶĞǁ�ƉƌŽĚƵĐƚƐ͘�/ƚ�ŝƐ�ĂůƐŽ�Ă�
ŚŝŐŚůǇ�ĞīĞĐƟǀĞ�ƚĞĐŚŶŝƋƵĞ�ƚŽ�ƵƐĞ�ŝŶ�ƉůĂŶŶŝŶŐ�ƵŶĚĞƌ�
ĂŶǇ�ƋƵĂůŝƚǇ�ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�ƐƚĂŶĚĂƌĚ͕�ƐƵĐŚ�ĂƐ�
/^K�ϵϬϬϭ�ĂŶĚ�/^K�ϭϯϰϴϱ͘�

BUSINESS COMMUNICATION FUNDAMENTALS 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 6, (8:00 to 12:00 p.m.)
KǀĞƌǀŝĞǁ͗�tŚĞƚŚĞƌ�ĐŽŵŵƵŶŝĐĂƟŶŐ�ǁŝƚŚ�ǇŽƵƌ�ĐŽͲ
ǁŽƌŬĞƌƐ͕�ǇŽƵƌ�ďŽƐƐ͕�Žƌ�ƵƉƉĞƌ�ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͕�
ŐĞƚ�ǇŽƵƌ�ŵĞƐƐĂŐĞ�ŚĞĂƌĚ�ŝŶ�Ă�ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ�ĂŶĚ�
ĐŽŵƉĞůůŝŶŐ�ŵĂŶŶĞƌ͘ ��/Ŷ�ƚŚŝƐ�ĨŽƵƌͲŚŽƵƌ�ŝŶƚĞƌĂĐƟǀĞ�
ďƵƐŝŶĞƐƐ�ĐŽŵŵƵŶŝĐĂƟŽŶ�ĐŽƵƌƐĞ͕�ǁĞ�ǁŝůů�ƉƌŽǀŝĚĞ�
ǇŽƵ�ŶĞĐĞƐƐĂƌǇ�ǀĞƌďĂů͕�ŶŽŶͲǀĞƌďĂů�ĂŶĚ�ǁƌŝƩĞŶ�ƚŽŽůƐ�
ƚŽ�ŚĞůƉ�ǇŽƵ�ƚŽ�ĐŽŵŵƵŶŝĐĂƚĞ�ŵŽƌĞ�ĞīĞĐƟǀĞůǇ͕ �ĂŶĚ�
ƉƌŽŵŽƚĞ�Ă�ƌĞƐƉĞĐƞƵů�ǁŽƌŬŝŶŐ�ĞŶǀŝƌŽŶŵĞŶƚ͘

IMPROMPTU PRESENTING
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 7, (8:00 to 12:00 p.m.)
KǀĞƌǀŝĞǁ͗�zŽƵ�ŚĂǀĞ�ůĞƐƐ�ƚŚĂŶ�ϴ�ŚŽƵƌƐ�ƚŽ�ƉƵůů�
ƚŽŐĞƚŚĞƌ�Ă�ůĂƐƚ�ŵŝŶƵƚĞ�ƉƌĞƐĞŶƚĂƟŽŶ�ƚŽ�ƵƉƉĞƌ�
ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͘��DĂŬŝŶŐ�ǇŽƵƌ�ĂƌŐƵŵĞŶƚ�ĐůĞĂƌ͕ �
ĐŽŶĐŝƐĞ͕�ĂŶĚ�ĐŽŚĞƌĞŶƚ�ŝƐ�ĐƌŝƟĐĂů͘�dŽƉŝĐƐ�ĐŽǀĞƌĞĚ�
ŝŶĐůƵĚĞ͗�ǇŽƵƌ�ƉƌĞƐĞŶƚĂƟŽŶ�ŐŽĂů͕�ŚŽǁ�ǇŽƵ�ĚĞĐŝĚĞ�
ǁŚĂƚ�ŝŶĨŽƌŵĂƟŽŶ�ƚŽ�ƉƌĞƐĞŶƚ�ĂŶĚ�ŝƚƐ�ƉƌŝŽƌŝƟǌĂƟŽŶ͕�
ƉƌŽĮůŝŶŐ�ǇŽƵƌ�ĂƵĚŝĞŶĐĞ͕�ƉƌĞƉĂƌŝŶŐ�ĨŽƌ�YΘ��ĂŶĚ�
ĚĞĐŝĚŝŶŐ�ǁŚĂƚ�ǀŝƐƵĂůƐ�ĂƌĞ�ŶĞĞĚĞĚ͕�ŝĨ�ĂŶǇ͘

OVERVIEW OF FDA
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 15, (8:00 to 12:00 p.m.)
KǀĞƌǀŝĞǁ͗�dŚĞ�&���ĂīĞĐƚƐ�ƚŚĞ�ũŽď�ŽĨ�ĞǀĞƌǇ�ƉĞƌƐŽŶ�
ŝŶ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�Žƌ�ĚƌƵŐ�ĐŽŵƉĂŶǇ͘�dŚŝƐ�ĐŽƵƌƐĞ�
ƉƌŽǀŝĚĞƐ�ƉĂƌƟĐŝƉĂŶƚƐ�ŝŶƐŝŐŚƚƐ�ŝŶƚŽ�&���ƌĞŐƵůĂƟŽŶƐ�
ĂƌĞ͕�ǁŚǇ�ƚŚĞǇ�ĞǆŝƐƚ͕�ŚŽǁ�ƚŚĞǇ�Įƚ�ƚŽŐĞƚŚĞƌ͕ �ǁŚĞŶ�
ƚŚĞǇ�ĂƉƉůǇ͕ �ĂŶĚ�ŚŽǁ�ƚŽ�ŝŶƚĞƌƉƌĞƚ�ƚŚĞŵ͘�tĞ�
ǁŝůů�ŶŽƚ�ũƵƐƚ�ĚŝƐĐƵƐƐ�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�ĂŶĚ�'ŽŽĚ�
DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ͕�ďƵƚ�ĂůƐŽ�ƐƵďŵŝƐƐŝŽŶƐ͕�
ƌĞŐŝƐƚƌĂƟŽŶ͕�ĐůŝŶŝĐĂů�ƚƌŝĂůƐ͕�ƌĞĐĂůůƐ͕�ĂŶĚ�ĂĚǀĞƌƐĞ�
ĞǀĞŶƚ�ƌĞƉŽƌƟŶŐ͘��ĂĐŚ�ƉĂƌƟĐŝƉĂŶƚ�ǁŝůů�ĚĞǀĞůŽƉ�Ă�
ďĞƩĞƌ�ƵŶĚĞƌƐƚĂŶĚŝŶŐ�ŽĨ�ƚŚĞ�ĞŶǀŝƌŽŶŵĞŶƚ�ŝŶ�ǁŚŝĐŚ�
ƚŚĞŝƌ�ĐŽŵƉĂŶǇ�ĞǆŝƐƚƐ�ĂŶĚ�ŚŽǁ�ƚŚĞǇ�ĐĂŶ�ŚĞůƉ�ƚŚĞŝƌ�
ĐŽŵƉĂŶǇ�ƚŚƌŝǀĞ͘

DESIGN CONTROLS FOR MEDICAL DEVICES 
�ĂƚĞƐ͗�,ĂůĨ��ĂǇ͕ �Jan. 15, (1:00 to 5:00 p.m.)
KǀĞƌǀŝĞǁ͗��ĞƐŝŐŶ��ŽŶƚƌŽůƐ�ŚĂǀĞ�ďĞĞŶ�ĂŶ�
&���ƌĞƋƵŝƌĞŵĞŶƚ�ĨŽƌ�ŵŽƐƚ�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�
ŵĂŶƵĨĂĐƚƵƌĞƌƐ�ƐŝŶĐĞ�:ƵŶĞ�ϭϵϵϴ͕�ďƵƚ�ŵĂŶǇ�ƐƟůů�
ƐƚƌƵŐŐůĞ�ǁŝƚŚ�ĞīĞĐƟǀĞ�ĐŽŵƉůŝĂŶĐĞ͘��ĞƐŝŐŶ�
�ŽŶƚƌŽů�ŝƐ�ƚŚĞ�&���ƚĞƌŵ�ĨŽƌ�ŚŽǁ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�
ŵĂŶƵĨĂĐƚƵƌĞƌ�ĐŽŶƚƌŽůƐ�ƚŚĞ�ĚĞƐŝŐŶ͕�ĚĞǀĞůŽƉŵĞŶƚ͕�
ĂŶĚ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ŽĨ�ŝƚƐ�ƉƌŽĚƵĐƚƐ͘�/^K�ϭϯϰϴϱ�ƵƐĞƐ�
ƚŚĞ�ƚĞƌŵ�͞ƉƌŽĚƵĐƚ�ƌĞĂůŝǌĂƟŽŶ͟�ƚŽ�ĚĞƐĐƌŝďĞ�ƚŚĞƐĞ�
ĂĐƟǀŝƟĞƐ͘�/Ŷ�ĂĚĚŝƟŽŶ�ƚŽ�ƚŚĞ�ĚĞƐŝŐŶ�ĂŶĚ�ƚĞƐƟŶŐ�ŽĨ�
ĚĞǀŝĐĞƐ͕�ĞŶŐŝŶĞĞƌƐ�ŵƵƐƚ�ĂůƐŽ�ĨŽĐƵƐ�ŽŶ�ĞŶƐƵƌŝŶŐ�
ƚŚĂƚ�Ăůů�ŽĨ�ƚŚĞ�ŶĞĐĞƐƐĂƌǇ�ĚŽĐƵŵĞŶƚĂƟŽŶ�ŝƐ�ŝŶ�ƉůĂĐĞ�
ƚŽ�ĚĞŵŽŶƐƚƌĂƚĞ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ��ĞƐŝŐŶ��ŽŶƚƌŽůƐ͘�
dŚŝƐ�ĚŽĐƵŵĞŶƚĂƟŽŶ�ĐĂŶ�ƌĞƉƌĞƐĞŶƚ�ƐĞǀĞƌĂů�ŚƵŶĚƌĞĚ�
ƉĂŐĞƐ�Žƌ�ŵŽƌĞ�ĨŽƌ�Ă�ƐŝŶŐůĞ�ƉƌŽĚƵĐƚ�ůĂƵŶĐŚ͘�

QUALITY SYSTEMS OVERVIEW 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 16, (8:00 to 12:00 p.m.)
KǀĞƌǀŝĞǁ͗�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�;Y^Ϳ�ĂƌĞ�ƐŽŵĞƟŵĞƐ�
ǀŝĞǁĞĚ�ĂƐ�Ă�ŶĞĐĞƐƐĂƌǇ�Ğǀŝů�Žƌ�ďĞůŽŶŐŝŶŐ�ŽŶůǇ�ƚŽ�
ƉƌŽĚƵĐƟŽŶ�ĂŶĚ�ƋƵĂůŝƚǇ�ĂƐƐƵƌĂŶĐĞ�ƉĞƌƐŽŶŶĞů͘�

,ŽǁĞǀĞƌ͕ �ĞīĞĐƟǀĞ�Y^�ĐĂŶ�ŚĞůƉ�Ă�ďƵƐŝŶĞƐƐ�ŶŽƚ�ŽŶůǇ�
ĐŽŵƉůǇ͕ �ďƵƚ�ĞǆĐĞů͘�dŚŝƐ�ĐŽƵƌƐĞ�ĨŽĐƵƐĞƐ�ŽŶ�ŵĞĚŝĐĂů�
ĚĞǀŝĐĞ�ĐŽŵƉĂŶŝĞƐ�ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌĞĂƚĞ͕�ŝŵƉůĞŵĞŶƚ͕�
ĂŶĚ�ŝŵƉƌŽǀĞ�Y^�ƚŚĂƚ�ŵĂƚĐŚ�ǇŽƵƌ�ĐŽŵƉĂŶǇ͘��ŽƚŚ�&���
Y^�ĂŶĚ�/^K�Y^�ǁŝůů�ďĞ�ĚŝƐĐƵƐƐĞĚ͘�tĞ�ǁŝůů�ĂůƐŽ�ĐŽǀĞƌ͗�
ŚŽǁ�ĚŝīĞƌĞŶƚ�ĚĞƉĂƌƚŵĞŶƚƐ�ĂƌĞ�ŝŵƉĂĐƚĞĚ�ďǇ�Y^͕�ƚŚĞ�
ďŝŐŐĞƐƚ�ƉŝƞĂůůƐ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�ĂŶĚ�ŵĂŝŶƚĂŝŶŝŶŐ�Y^͕�
ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌŝƟĐĂůůǇ�ĞǀĂůƵĂƚĞ�ǇŽƵƌ�Y^͘�dŚĞƌĞ�ǁŝůů�
ďĞ�ŐƌŽƵƉ�ĞǆĞƌĐŝƐĞƐ�ĂŶĚ�ůŽƚƐ�ŽĨ�ŝŶƚĞƌĂĐƟŽŶ�ĂŵŽŶŐ�
ƉĂƌƟĐŝƉĂŶƚƐ�ƚŽ�ƉƌŽǀŝĚĞ�ŵƵůƟƉůĞ�ŽƉƟŽŶƐ͘�/Ŷ�Y^͕�ŝƚ�ŝƐ�
ĚĞĮŶŝƚĞůǇ�ƚƌƵĞ�ƚŚĂƚ�ŽŶĞ�ƐŝǌĞ�ĚŽĞƐ�ŶŽƚ�Įƚ�Ăůů͊�

PREPARING FOR INSPECTIONS /E�Z�'h>�d���
/E�h^dZ/�^
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ͕ �Jan. 16, (1:00 to 5:00 p.m.)
KǀĞƌǀŝĞǁ͗�DĂŶǇ�ŽƌŐĂŶŝǌĂƟŽŶƐ͕�ƐƵĐŚ�ĂƐ�&��͕�/^K͕�
K^,�͕�ĂŶĚ��W�͕�ĐĂŶ�ĐŽŶĚƵĐƚ�ĂƵĚŝƚƐ�Žƌ�ŝŶƐƉĞĐƟŽŶƐ�ŝŶ�
Ă�ďŝŽƚĞĐŚ�ĐŽŵƉĂŶǇ͘�DŽƐƚ�ƉĞŽƉůĞ�ǀŝĞǁ�ƚŚĞƐĞ�ĞǀĞŶƚƐ�
ĂƐ�ƐĐĂƌǇ͕ �ďƵƚ�ƚŚĞƌĞ�ĂƌĞ�ǁĂǇƐ�ƚŽ�ŵĂŬĞ�ƚŚĞŵ�ůĞƐƐ�
ĚŝĸĐƵůƚ͘�dŚĞ�ĮƌƐƚ�ŵĞƚŚŽĚ�ŝƐ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ�ƚŚĞ�
ĂƉƉůŝĐĂďůĞ�ƌƵůĞƐ͘��ŌĞƌ�ƚŚĂƚ͕�ƉƌĞƉĂƌĂƟŽŶ�ŝƐ�ƚŚĞ�ŬĞǇ͘�
tĞ�ǁŝůů�ĨŽĐƵƐ�ŽŶ�ƚŚĞƐĞ�ƉƌĞƉĂƌĂƚŽƌǇ�ƚĞĐŚŶŝƋƵĞƐ͕�ĨŽƌ�
ĞǆĂŵƉůĞ͕�ƵƐŝŶŐ�ŝŶƚĞƌŶĂů�ĂƵĚŝƟŶŐ�ĂƐ�Ă�ƚŽŽů͕�ĚĞǀĞůŽƉŝŶŐ�
ĂŶ�ŝŶƐƉĞĐƟŽŶ�ƉƌŽĐĞĚƵƌĞ͕�ĞĚƵĐĂƟŶŐ�ĞŵƉůŽǇĞĞƐ͕�ĂŶĚ�
ĐŽŶĚƵĐƟŶŐ�ŵŽĐŬ�ŝŶƐƉĞĐƟŽŶƐ͘�WĂƌƟĐŝƉĂŶƚƐ�ǁŝůů�ƌŽůĞͲ
ƉůĂǇ�ďĞŝŶŐ�ĂƵĚŝƚŽƌƐͬĂƵĚŝƚĞĞƐ͘

PRACTICAL DATA ANALYSIS 
�ĂƚĞƐ͗�dǁŽͲ�ĂǇ͕ �Jan. 26-27, (8:30 to 5:00 p.m.)
KǀĞƌǀŝĞǁ͗��dŚŝƐ�ƐŝǆƚĞĞŶͲŚŽƵƌ�ĐŽƵƌƐĞ�ƉƌŽǀŝĚĞƐ�ĂŶ�
ŝŶƚƌŽĚƵĐƟŽŶ�ƚŽ�ĂŶĂůǇǌŝŶŐ�ĐŽŵŵŽŶ�ďƵƐŝŶĞƐƐ�ĂŶĚ�
ŝŶĚƵƐƚƌŝĂů�ĚĂƚĂ͘��Ǉ�ƚŚĞ�ĞŶĚ�ŽĨ�ƚŚĞ�ĐŽƵƌƐĞ͕�ǇŽƵ�ǁŝůů�
ďĞ�ĂďůĞ�ƚŽ͗�ĂŶĂůǇǌĞ�ĚĂƚĂ�ƵƐŝŶŐ�ƚŚĞ�ŵŽƐƚ�ĂƉƉƌŽƉƌŝĂƚĞ�
ƐƚĂƟƐƟĐĂů�ŵĞƚŚŽĚƐ�ĂŶĚ�ŝŶƚĞƌƉƌĞƚ�ƚŚĞ�ƌĞƐƵůƚƐ͕�ƵƐĞ�
ƐƚĂƟƐƟĐĂů�ŐƌĂƉŚŝĐƐ�ƚŽ�ĚŝƐƉůĂǇ�ĚĂƚĂ�ĂŶĚ�ƚŚĞ�ƌĞƐƵůƚƐ�ŽĨ�
ĚĂƚĂ�ĂŶĂůǇƐŝƐ͕�ĚŝƐƟŶŐƵŝƐŚ�ďĞƚǁĞĞŶ�ĐŽŵƉĂƌŝƐŽŶ�ĂŶĚ�
ĐŽƌƌĞůĂƟŽŶ�ŚǇƉŽƚŚĞƐĞƐ͕�ĂƉƉůǇ�ƚŚĞ�ŵŽƐƚ�ĂƉƉƌŽƉƌŝĂƚĞ�
ƐƚĂƟƐƟĐĂů�ŵĞƚŚŽĚƐ�ƚŽ�ƚĞƐƚ�ĐŽŵƉĂƌŝƐŽŶ�ĂŶĚ�
ĐŽƌƌĞůĂƟŽŶ�ŚǇƉŽƚŚĞƐĞƐ͕�ĂŶĚ�ƵƐĞ�Ă�ůĞĂĚŝŶŐ�W�ͲďĂƐĞĚ�
ƐƚĂƟƐƟĐĂů�ƐŽŌǁĂƌĞ�ƉƌŽŐƌĂŵ͘

STATISTICAL PROCESS CONTROL 
�ĂƚĞƐ͗�dǁŽͲ�ĂǇ͕ �Jan. 29-30, (8:30 to 5:00 p.m.)
KǀĞƌǀŝĞǁ͗�dŚĞ�ŬĞǇ�ƚŽ�ŝŵƉƌŽǀŝŶŐ�ƉƌŽĐĞƐƐ�
ƉĞƌĨŽƌŵĂŶĐĞ�ŝƐ�ƚŽ�ƵŶĚĞƌƐƚĂŶĚ͕�ĐŽŶƚƌŽů�ĂŶĚ�ƌĞĚƵĐĞ�
ǀĂƌŝĂƟŽŶ͘�/Ŷ�ƚŚŝƐ�ǁŽƌŬƐŚŽƉ͕�ƉĂƌƟĐŝƉĂŶƚƐ�ǁŝůů�ůĞĂƌŶ�
ŚŽǁ�ƚŚĞ�ŵŽŶŝƚŽƌŝŶŐ�ĂŶĚ�ĂŶĂůǇƐŝƐ�ƚŽŽůƐ�ŽĨ�^W��ĐĂŶ�ďĞ�
ƵƐĞĚ�ƚŽ�ĂĐŚŝĞǀĞ�ƚŚĂƚ�ŐŽĂů͘�'ŽŝŶŐ�ďĞǇŽŶĚ�ƚŚĞ�ŵĞƌĞ�
ŵĞĐŚĂŶŝĐƐ�ŽĨ�^W�͕�ƚŚŝƐ�ǁŽƌŬƐŚŽƉ�ǁŝůů�ĂůƐŽ�ŐƵŝĚĞ�
ƉĂƌƟĐŝƉĂŶƚƐ�ƚŚƌŽƵŐŚ�ƚŚĞ�ƐƚĞƉƐ�ŶĞĞĚĞĚ�ƚŽ�ĚĞĮŶĞ�
Ă�ƉƌŽĐĞƐƐ�ĂŶĚ�ĚĞƚĞƌŵŝŶĞ�ƉƌŽƉĞƌ�ŵĞĂƐƵƌĞŵĞŶƚ�
ƚĞĐŚŶŝƋƵĞƐ�ƐŽ�ƚŚĂƚ�ƚŚĞ�ƌŝŐŚƚ�ĐŽŶƚƌŽů�ĐŚĂƌƚ�ŝƐ�ƵƐĞĚ�ŝŶ�
ƚŚĞ�ƌŝŐŚƚ�ƉůĂĐĞ�Ăƚ�ƚŚĞ�ƌŝŐŚƚ�ƟŵĞ͘�

WZK:��d�D�E�'�D�Ed�;dǁŽͲ�ĂǇͿ
�ĂƚĞƐ͗�Feb. 9-10, Jun. 1-2
KǀĞƌǀŝĞǁ͗�dŚŝƐ�ĐŽƵƌƐĞ�ŝŶƚƌŽĚƵĐĞƐ�ƐƚƵĚĞŶƚƐ�ƚŽ�ƚŚĞ�
ĨŽƵŶĚĂƟŽŶƐ�ŽĨ�ƐƵĐĐĞƐƐĨƵů�ƉƌŽũĞĐƚ�ŵĂŶĂŐĞŵĞŶƚ͕�
ĞƐƉĞĐŝĂůůǇ�ŝŶ�Ă�ƚĞĐŚŶŽůŽŐǇ�ĞŶǀŝƌŽŶŵĞŶƚ͘�^ƚƵĚĞŶƚƐ�
ǁŝůů�ůĞĂƌŶ�ŬĞǇ�ƉƌŽũĞĐƚ�ŵĂŶĂŐĞŵĞŶƚ�ĐŽŶĐĞƉƚƐ͕�
ƚŚĞŶ�ŝŵŵĞĚŝĂƚĞůǇ�ĂƉƉůǇ�ƚŚĞŵ�ŝŶ�Ă�ŚĂŶĚƐͲŽŶ�
ƚĞĂŵ�ƐŝŵƵůĂƟŽŶ͘�dŚŝƐ�ĐŽƵƌƐĞ�ĂƉƉƌŽĂĐŚĞƐ�ƉƌŽũĞĐƚ�
ŵĂŶĂŐĞŵĞŶƚ�ĨƌŽŵ�ƚŚĞ�ƐƚĂŶĚƉŽŝŶƚ�ŽĨ�ŵĂŶĂŐŝŶŐ�Ă�
ƐŝŶŐůĞ͕�ƐƚĂŶĚͲĂůŽŶĞ�ƉƌŽũĞĐƚ�ƚŚĂƚ�ŝƐ�ƐŵĂůů�ƚŽ�ŵĞĚŝƵŵ�ŝŶ�
ƐŝǌĞ͘�dŚĞ�ĐůĂƐƐ�ƚĂŬĞƐ�ƐƚƵĚĞŶƚƐ�ƚŚƌŽƵŐŚ�ƚŚĞ�ƉƌŽũĞĐƚ�ůŝĨĞ�
ĐǇĐůĞ�ŝŶ�ƚŚĞ�ƐĂŵĞ�ƐĞƋƵĞŶĐĞ�ƚŚĞǇ�ǁŽƵůĚ�ĨĂĐĞ�ǁŚĞŶ�
ŵĂŶĂŐŝŶŐ�Ă�ƌĞĂů�ƉƌŽũĞĐƚ�ŝŶ�ƚŚĞ�ǁŽƌŬƉůĂĐĞ͘�

 

&Žƌ�ŽǀĞƌ�ĮǀĞ�ǇĞĂƌƐ�ƚŚĞ�KƌĞŐŽŶ��ŝŽƐĐŝĞŶĐĞ��Ɛ-
ƐŽĐŝĂƟŽŶ�;KƌĞŐŽŶ��ŝŽͿ�ŚĂƐ�ďĞĞŶ�ŽīĞƌŝŶŐ�Ă�ƉƌŽ-
ĨĞƐƐŝŽŶĂů�ǁŽƌŬĨŽƌĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�;�ŝŽWƌŽͿ�
ĚĞƐŝŐŶĞĚ�ƚŽ�ŵĞĞƚ�ƚŚĞ�ŶĞĞĚƐ�ŽĨ�KƌĞŐŽŶ Ɛ͛�ŐƌŽǁ-
ŝŶŐ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ͘�^ŝŶĐĞ��ŝŽWƌŽ Ɛ͛�ŝŶĐĞƉ-
ƟŽŶ͕�ŽǀĞƌ�ϭ͕ϲϬϬ�ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ďĞŶĞĮƚĞĚ�
ĨƌŽŵ�ƚŚŝƐ�ƉƌŽŐƌĂŵ͘��ĂƐĞĚ�ŽŶ�ƚŚĞ�ŐƵŝĚĂŶĐĞ�ǁĞ�
ƌĞĐĞŝǀĞ�ĨƌŽŵ�ŽƵƌ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƌŽďƵƐƚ�ĐĂƚĂůŽŐ�ŽĨ�ŝŶĚƵƐƚƌǇ�
ƐƉĞĐŝĮĐ�ĐůĂƐƐĞƐ�ƚĂƵŐŚƚ�ďǇ�ŝŶĚƵƐƚƌǇ�ĞǆƉĞƌƚƐ͘

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�Ă�ŶĂƚƵƌĂů�ŽƵƚŐƌŽǁƚŚ�
ŽĨ�ŽƵƌ�ĞǆŝƐƟŶŐ�ƉƌŽŐƌĂŵ�ĂŶĚ�ůǀĞƌĂŐĞƐ�ƚŚŝƐ�ĚĞĞƉ�
ƉŽŽů�ŽĨ�ƚƌĂŝŶŝŶŐ�ĞǆƉĞƌƟƐĞ͘��Ƶŝůƚ�ĂƌŽƵŶĚ�ƚŚĞ�
ƐƚƌĞŶŐƚŚ�ŽĨ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�
ĚŝƌĞĐƚ�ŝŶƉƵƚ͕�ƚŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�ŵĂŶ-
ĂŐĞĚ�ďǇ�ƚŚĞ��ŝŽWƌŽ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��Žŵŵŝƚ-
ƚĞĞ�ŽĨ�ŝŶĚƵƐƚƌǇͬŚƵŵĂŶ�ƌĞƐŽƵƌĐĞ�ĞǆƉĞƌƚƐ͘�dŚĞƐĞ�
ƉƌŽŐƌĂŵƐ�ĂƌĞ�ƐƉĞĐŝĮĐĂůůǇ�ĚĞƐŝŐŶĞĚ�ďǇ�ŝŶĚƵƐƚƌǇ�
ůĞĂĚĞƌƐ�ĂŶĚ�ĞŵďŽĚǇ�ƚŚĞŝƌ�ĐŽŵŵŝƚŵĞŶƚ�ƚŽ�ŝŶ-
ĚƵƐƚƌǇ�ĚƌŝǀĞŶ�ƚƌĂŝŶŝŶŐ͕�ƚŚĞŝƌ�ǇĞĂƌƐ�ŽĨ�ĞǆƉĞƌƟƐĞ�
ĂŶĚ�ĚĞƐŝƌĞ�ƚŽ�ŚŝƌĞ�ůŽĐĂůůǇ�ǁŚĞŶ�ƉŽƐƐŝďůĞ͘

BioCatalyst History

/Ä�ϮϬϭϰ��çÝ®Ä�ÝÝ�KÙ�¦ÊÄ͕�®Ä�Ö�ÙãÄ�Ù�Ý«®Ö�
ó®ã«�KÙ�¦ÊÄ��®Ê�Ù���®ò���¥çÄ�®Ä¦�¥ÙÊÃ�
ã«��½�¦®Ý½�ãçÙ���ãÊ�Ê¥¥�Ù��®ÊÝ�®�Ä���ÝÖ��®¥®��
ÖÙÊ¥�ÝÝ®ÊÄ�½�ãÙ�®Ä®Ä¦�;�®Ê��ã�½ùÝãͿ�ãÊ�
çÄ��ÙͬçÄ�ÃÖ½Êù���KÙ�¦ÊÄ®�ÄÝ�«ÊÖ®Ä¦�
½�çÄ�«�ã«�®Ù���Ù��ÙÝ�®Ä�ã«���®ÊÝ�®�Ä���
®Ä�çÝãÙù͘ �d«��Ê�¹��ã®ò��®Ý�ãÊ�ÖÙ�Ö�Ù��Øç�½®Ͳ
¥®��͕�Ã®�Ͳ��Ù��Ù���Ä�®��ã�Ý�ãÊ���ÙÄ�Ý��ãÊÙ�
ÝÖ��®¥®���®ÊÝ�®�Ä���®Ä�çÝãÙù���Ùã®¥®��ã�Ý�ãÊ�
¥��®½®ã�ã��ã«®Ý��ÃÖ½ÊùÃ�Äã�ãÙ�ÄÝ®ã®ÊÄ͘�

K¥¥�Ù����ã�ÄÊ��ÊÝã�ãÊ�Øç�½®¥®�����Ä�®��ã�Ý͕�
KÙ�¦ÊÄ��®Ê�ó®½½�½�çÄ�«�ã«®Ý�ÝÊÖ«®Ýã®��ã���
��Ùã®¥®��ã��ÖÙÊ¦Ù�Ã�®Ä��ÊÄ¹çÄ�ã®ÊÄ�®Äã�ÙͲ
�Ýã����ÃÖ½Êù�ÙÝ�®Ä��ç¦çÝã�Ê¥�ϮϬϭϰ͘�WÊã�ÄͲ
ã®�½��ÖÖ½®��ÄãÝ�Ý«Êç½���ÊÄã��ã�KÙ�¦ÊÄ��®Ê�
�Ä��Ýç�Ã®ã�ã«�®Ù��ÖÖ½®��ã®ÊÄ�;ó��Ý®ã�Ϳ͘

KƌĞŐŽŶ��ŝŽ�ǁŽƵůĚ�ůŝŬĞ�ƚŽ�ĂĐŬŶŽǁůĞĚŐĞ�ƚŚĞ�
ƐƵƉƉŽƌƚ�ŽƵƌ�ƉƌŽŐƌĂŵƐ�ŚĂǀĞ�ƌĞĐĞŝǀĞĚ�ĨƌŽŵ�ŽƵƌ�
ƚƌĂŝŶŝŶŐ�ƉĂƌƚŶĞƌ�Ăƚ�tŽƌŬƐǇƐƚĞŵƐ�/ŶĐ͘�dŽŐĞƚŚĞƌ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƐƵĐĐĞƐƐĨƵů�ƉƌŽĨĞƐƐŝŽŶĂů�
ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�ƚŚĂƚ�ŝƐ�ŚŝŐŚůǇ�ƌĞƐƉĞĐƚĞĚ�ĂŶĚ�
ĂĐƟǀĞůǇ�ƐƵƉƉŽƌƚĞĚ�ďǇ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ͘�

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ǁŽƵůĚ�ĂůƐŽ�ŶŽƚ�ďĞ�
ƉŽƐƐŝďůĞ�ǁŝƚŚŽƵƚ�ƚŚĞ�ĮŶĂŶĐŝĂů�ƐƵƉƉŽƌƚ�ŽĨ�
ƚŚĞ�KƌĞŐŽŶ�ůĞŐŝƐůĂƚƵƌĞ�ĂŶĚ�ŽƵƌ�ĚĞƉůŽǇŵĞŶƚ�
ƉĂƌƚŶĞƌ��ƵƐŝŶĞƐƐ�KƌĞŐŽŶ͘�dŽŐĞƚŚĞƌ�ǁĞ�ůĞĂĚ�ƚŚĞ�
ǁĂǇ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�ƚŚŝƐ�ƵŶŝƋƵĞ�ƉƵďůŝĐͬƉƌŝǀĂƚĞ͕�
ŝŶĚƵƐƚƌǇͲďĂƐĞĚ�ďŝŽƐĐŝĞŶĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ͘

COURSE DESCRIPTIONS: Medical Device Option Two

About BioCatalyst Partners



Oregon Bio 2012:
�ŝŽƐĐŝĞŶĐĞ��ŝŐŝƟǌĂƟŽŶ�
ĂŶĚ��ŝƐĐŽǀĞƌǇ

CURRICULUM OUTLINE 
ͻ�KǀĞƌǀŝĞǁ�ŽĨ�&���ZĞƋƵŝƌĞŵĞŶƚƐ�ĨŽƌ�ZĞŐƵůĂƚĞĚ�/ŶĚƵƐƚƌŝĞƐ
ͻ�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�KǀĞƌǀŝĞǁ�͕�/ŵƉůĞŵĞŶƚĂƟŽŶ�ĂŶĚ�
���/ŵƉƌŽǀĞŵĞŶƚ�
ͻ�WƌĞƉĂƌŝŶŐ�ĨŽƌ�ZĞŐƵůĂƚŽƌǇ�/ŶƐƉĞĐƟŽŶƐ�
ͻ�WƌŽƚĞĐƟŶŐ�tŽƌŬĞƌƐ�dŚƌŽƵŐŚ��īĞĐƟǀĞ�,ĂǌĂƌĚ�
����ŽŵŵƵŶŝĐĂƟŽŶ���
ͻ��ƵƌƌĞŶƚ�'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ�;Đ'DWͿ�
ͻ�WƌŽďůĞŵ�^ŽůǀŝŶŐ�ĨŽƌ��ŽƌƌĞĐƟǀĞ�ĂŶĚ�WƌĞǀĞŶƟǀĞ�
����ĐƟŽŶ�;��W�Ϳ
ͻ��ƵƐŝŶĞƐƐ��ŽŵŵƵŶŝĐĂƟŽŶ�&ƵŶĚĂŵĞŶƚĂůƐ
ͻ�DĂŶĂŐŝŶŐ��ĞǀŝĂƟŽŶƐ
ͻ�ZŝƐŬͲ�ĂƐĞĚ��ƉƉƌŽĂĐŚ�ƚŽ�DĂŶƵĨĂĐƚƵƌŝŶŐ͗�/�,�Yϴ͕�Yϵ͕�YϭϬ
ͻ�/ŵƉƌŽŵƉƚƵ�WƌĞƐĞŶƟŶŐ
ͻ��ŚĂŶŐĞ�DĂŶĂŐĞŵĞŶƚ
ͻ�/^KϵϬϬϭͬ/^Kϭϯϰϴϱ�/ŶƚĞƌŶĂů��ƵĚŝƚŽƌ�dƌĂŝŶŝŶŐ
 

 
�ŵƉůŽǇĞƌ�/ŶĨŽƌŵĂƟŽŶ͗�ǁǁǁ͘ŽƌĞŐŽŶďŝŽ͘ŽƌŐ

 

�ŝŽ�ĂƚĂůǇƐƚ 
WƌŽĨĞƐƐŝŽŶĂů
�ĞƌƟĮĐĂƚĞ�WƌŽŐƌĂŵ 
Quality Assurance

�ŽƵƌƐĞ�/ŶĨŽƌŵĂƟŽŶ�

�ĂƚĞƐ͗��Ɖƌŝů�Ϯϳ�Ͳ�DĂǇ�ϭϮ͕�ϮϬϭϱ�
�ƉƉůŝĐĂƟŽŶƐ�ͬ/ŶƋƵŝƌŝĞƐ͗�
ũƵůŝĞΛŽƌĞŐŽŶďŝŽ͘ŽƌŐ



OVERVIEW OF FDA REQUIREMENTS FOR 
REGULATED INDUSTRIES
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�dŚĞ�&���ĂīĞĐƚƐ�ƚŚĞ�ũŽď�ŽĨ�ĞǀĞƌǇ�
ƉĞƌƐŽŶ�ŝŶ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�Žƌ�ĚƌƵŐ�ĐŽŵƉĂŶǇ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ŝƐ�ĚĞƐŝŐŶĞĚ�ƚŽ�ƉƌŽǀŝĚĞ�ƉĂƌƟĐŝͲ
ƉĂŶƚƐ�ǁŝƚŚ�ŝŶƐŝŐŚƚ�ŝŶƚŽ�ǁŚĂƚ�ƚŚĞ�ƌĞŐƵůĂƟŽŶƐ�
ĂƌĞ͕�ǁŚǇ�ƚŚĞǇ�ĞǆŝƐƚ͕�ŚŽǁ�ƚŚĞǇ�Įƚ�ƚŽŐĞƚŚĞƌ͕ �
ǁŚĞŶ�ƚŚĞǇ�ĂƉƉůǇ͕ �ĂŶĚ�ŚŽǁ�ƚŽ�ŝŶƚĞƌƉƌĞƚ�
ƚŚĞŵ͘�tĞ�ǁŝůů�ŶŽƚ�ũƵƐƚ�ĚŝƐĐƵƐƐ�YƵĂůŝƚǇ�
^ǇƐƚĞŵƐ�ĂŶĚ�'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ͕�
ďƵƚ�ĂůƐŽ�ƐƵďŵŝƐƐŝŽŶƐ͕�ƌĞŐŝƐƚƌĂƟŽŶ͕�ĐůŝŶŝĐĂů�
ƚƌŝĂůƐ͕�ƌĞĐĂůůƐ͕�ĂŶĚ�ĂĚǀĞƌƐĞ�ĞǀĞŶƚ�ƌĞƉŽƌƟŶŐ͘�
�ĂĐŚ�ƉĂƌƟĐŝƉĂŶƚ�ǁŝůů�ĚĞǀĞůŽƉ�Ă�ďĞƩĞƌ�ƵŶĚĞƌͲ
ƐƚĂŶĚŝŶŐ�ŽĨ�ƚŚĞ�ĞŶǀŝƌŽŶŵĞŶƚ�ŝŶ�ǁŚŝĐŚ�ƚŚĞŝƌ�
ĐŽŵƉĂŶǇ�ĞǆŝƐƚƐ�ĂŶĚ�ŚŽǁ�ƚŚĞǇ�ĐĂŶ�ŚĞůƉ�ƚŚĞŝƌ�
ĐŽŵƉĂŶǇ�ƚŚƌŝǀĞ͘

QUALITY SYSTEMS OVERVIEW, 
IMPLEMENTATION AND IMPROVEMENT
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�;Y^Ϳ�ĂƌĞ�
ƐŽŵĞƟŵĞƐ�ǀŝĞǁĞĚ�ĂƐ�Ă�ŶĞĐĞƐƐĂƌǇ�Ğǀŝů�Žƌ�
ďĞůŽŶŐŝŶŐ�ŽŶůǇ�ƚŽ�ƉƌŽĚƵĐƟŽŶ�ĂŶĚ�ƋƵĂůŝƚǇ�
ĂƐƐƵƌĂŶĐĞ�ƉĞƌƐŽŶŶĞů͘�,ŽǁĞǀĞƌ͕ �ĞīĞĐƟǀĞ�
Y^�ĐĂŶ�ŚĞůƉ�Ă�ďƵƐŝŶĞƐƐ�ŶŽƚ�ŽŶůǇ�ĐŽŵƉůǇ͕ �
ďƵƚ�ĞǆĐĞů͘�dŚŝƐ�ĐŽƵƌƐĞ�ĨŽĐƵƐĞƐ�ŽŶ�ŵĞĚŝĐĂů�
ĚĞǀŝĐĞ�ĐŽŵƉĂŶŝĞƐ�ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌĞĂƚĞ͕�
ŝŵƉůĞŵĞŶƚ͕�ĂŶĚ�ŝŵƉƌŽǀĞ�Y^�ƚŚĂƚ�ŵĂƚĐŚ�
ǇŽƵƌ�ĐŽŵƉĂŶǇ͘��ŽƚŚ�&���Y^�ĂŶĚ�/^K�Y^�
ǁŝůů�ďĞ�ĚŝƐĐƵƐƐĞĚ͘�tĞ�ǁŝůů�ĂůƐŽ�ĐŽǀĞƌ͗�ŚŽǁ�
ĚŝīĞƌĞŶƚ�ĚĞƉĂƌƚŵĞŶƚƐ�ĂƌĞ�ŝŵƉĂĐƚĞĚ�ďǇ�
Y^͕�ƚŚĞ�ďŝŐŐĞƐƚ�ƉŝƞĂůůƐ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�
ĂŶĚ�ŵĂŝŶƚĂŝŶŝŶŐ�Y^͕�ĂŶĚ�ŚŽǁ�ƚŽ�ĐƌŝƟĐĂůůǇ�
ĞǀĂůƵĂƚĞ�ǇŽƵƌ�Y^͘�dŚĞƌĞ�ǁŝůů�ďĞ�ŐƌŽƵƉ�
ĞǆĞƌĐŝƐĞƐ�ĂŶĚ�ůŽƚƐ�ŽĨ�ŝŶƚĞƌĂĐƟŽŶ�ĂŵŽŶŐ�
ƉĂƌƟĐŝƉĂŶƚƐ�ƚŽ�ƉƌŽǀŝĚĞ�ŵƵůƟƉůĞ�ŽƉƟŽŶƐ͘�/Ŷ�
Y^͕�ŝƚ�ŝƐ�ĚĞĮŶŝƚĞůǇ�ƚƌƵĞ�ƚŚĂƚ�ŽŶĞ�ƐŝǌĞ�ĚŽĞƐ�
ŶŽƚ�Įƚ�Ăůů͊�

PREPARING FOR INSPECTIONS IN 
REGULATED INDUSTRIES
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�DĂŶǇ�ŽƌŐĂŶŝǌĂƟŽŶƐ͕�ƐƵĐŚ�ĂƐ�&��͕�
/^K͕�K^,�͕�ĂŶĚ��W�͕�ĐĂŶ�ĐŽŶĚƵĐƚ�ĂƵĚŝƚƐ�
Žƌ�ŝŶƐƉĞĐƟŽŶƐ�ŝŶ�Ă�ďŝŽƚĞĐŚ�ĐŽŵƉĂŶǇ͘�DŽƐƚ�
ƉĞŽƉůĞ�ǀŝĞǁ�ƚŚĞƐĞ�ĞǀĞŶƚƐ�ĂƐ�ƐĐĂƌǇ͕ �ďƵƚ�
ƚŚĞƌĞ�ĂƌĞ�ǁĂǇƐ�ƚŽ�ŵĂŬĞ�ƚŚĞŵ�ůĞƐƐ�ĚŝĸĐƵůƚ͘�
dŚĞ�ĮƌƐƚ�ŵĞƚŚŽĚ�ŝƐ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ�ƚŚĞ�
ĂƉƉůŝĐĂďůĞ�ƌƵůĞƐ͘��ŌĞƌ�ƚŚĂƚ͕�ƉƌĞƉĂƌĂƟŽŶ�ŝƐ�
ƚŚĞ�ŬĞǇ͘�tĞ�ǁŝůů�ĨŽĐƵƐ�ŽŶ�ƚŚĞƐĞ�ƉƌĞƉĂƌĂƚŽƌǇ�
ƚĞĐŚŶŝƋƵĞƐ͕�ĨŽƌ�ĞǆĂŵƉůĞ͕�ƵƐŝŶŐ�ŝŶƚĞƌŶĂů�
ĂƵĚŝƟŶŐ�ĂƐ�Ă�ƚŽŽů͕�ĚĞǀĞůŽƉŝŶŐ�ĂŶ�ŝŶƐƉĞĐƟŽŶ�
ƉƌŽĐĞĚƵƌĞ͕�ĞĚƵĐĂƟŶŐ�ĞŵƉůŽǇĞĞƐ͕�ĂŶĚ�
ĐŽŶĚƵĐƟŶŐ�ŵŽĐŬ�ŝŶƐƉĞĐƟŽŶƐ͘�WĂƌƟĐŝƉĂŶƚƐ�
ǁŝůů�ƌŽůůͲƉůĂǇ�ďĞŝŶŐ�ĂƵĚŝƚŽƌƐ�ĂŶĚ�ĂƵĚŝƚĞĞƐ͘

PROTECTING WORKERS THROUGH 
EFFECTIVE HAZARD COMMUNICATION
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

,ĂǌĂƌĚ��ŽŵŵƵŶŝĐĂƟŽŶ�ƚƌĂŝŶŝŶŐ�ŝƐ�ƌĞƋƵŝƌĞĚ�
ĨŽƌ�Ăůů�ĞŵƉůŽǇĞĞƐ�ƚŚĂƚ�ǁŽƌŬ�ĂƌŽƵŶĚ�Žƌ�ĐĂŶ�
ďĞ�ĞǆƉŽƐĞĚ�ƚŽ�ŚĂǌĂƌĚŽƵƐ�ƐƵďƐƚĂŶĐĞƐ͘��

CURRENT GOOD MANUFACTURING 
PRACTICES (cGMPs) 
�ĂƚĞƐ͗�dǁŽ��ĂǇƐ

�ƵŝůĚŝŶŐ�ƵƉŽŶ�KǀĞƌǀŝĞǁ�ŽĨ�&���ĂŶĚ�
YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�KǀĞƌǀŝĞǁ�ĐŽƵƌƐĞƐ͕�ƚŚŝƐ�
ĐŽƵƌƐĞ�ŐŽĞƐ�ďĞǇŽŶĚ�ƚŚĞ�ďĂƐŝĐƐ�ĂŶĚ�ƵƐĞƐ�
ŝŶƚĞƌĂĐƟǀĞ�ĞǆĞƌĐŝƐĞƐ�ƚŽ�ƵŶĚĞƌƐƚĂŶĚ�ĂŶĚ�
ĂƉƉůǇ�ĐƵƌƌĞŶƚ�'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞ�
;Đ'DWͿ�ƌĞŐƵůĂƟŽŶƐ�ĨŽƌ�ƉŚĂƌŵĂĐĞƵƟĐĂů͕�
ďŝŽƉŚĂƌŵĂĐĞƵƟĐĂů�ĂŶĚ�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�
ŝŶĚƵƐƚƌŝĞƐ͘�dŚŝƐ�ĐŽƵƌƐĞ�ǁŝůů�ĚŝǀĞ�ŝŶƚŽ�ƚŚĞ�
ĚĞƚĂŝůƐ�ŽĨ�Ϯϭ��&Z�WĂƌƚƐ�ϮϭϬ͕�Ϯϭϭ͕�Θ�ϴϮϬ͕�
/�,Yϳ͕�ĂŶĚ�ƚŚĞ��h�'DW�ŐƵŝĚĞůŝŶĞƐ͘�

PROBLEM SOLVING FOR CORRECTIVE AND 
PREVENTIVE ACTION (CAPA)
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�dǁŽ�ŬĞǇ�ŐŽĂůƐ�ŽĨ�Ă�ƋƵĂůŝƚǇ�
ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�ĂƌĞ�ƚŽ�ĮŶĚ�ƚŚĞ�ƌŽŽƚ�
ĐĂƵƐĞƐ�ŽĨ�ĂĐƚƵĂů�ĂŶĚͬŽƌ�ƉŽƚĞŶƟĂů�ƉƌŽďůĞŵƐ�
ĂŶĚ�ƚŽ�ĚĞǀĞůŽƉ�ƉĞƌŵĂŶĞŶƚ�ƐŽůƵƟŽŶƐ͘�/Ŷ�
ƚŚŝƐ�ŽŶĞ�ĚĂǇ�ǁŽƌŬƐŚŽƉ�ǇŽƵ�ǁŝůů�ůĞĂƌŶ�ŚŽǁ�
ƚŽ�ƵƐĞ�ƚŽŽůƐ�ĂŶĚ�ŵĞƚŚŽĚƐ�ŽĨ�ƉƌŽďůĞŵ�
ƐŽůǀŝŶŐ�ŝŶ�ŽƌĚĞƌ�ƚŽ�ĚĞǀĞůŽƉ�ĂŶĚ�ŝŵƉůĞŵĞŶƚ�
ƐŽůƵƟŽŶƐ�ƚŚĂƚ�ĂƌĞ�ĂĐĐĞƉƚĞĚ͕�ĞĸĐŝĞŶƚ͕�ĂŶĚ�
ĞīĞĐƟǀĞ͘�dŚŝƐ�ǁŽƌŬƐŚŽƉ�ǁŝůů�ĂůƐŽ�ĞǆĂŵŝŶĞ�
ďĞƐƚ�ƉƌĂĐƟĐĞ���W��ƐǇƐƚĞŵƐ�ƚŽ�ƉƌŽǀŝĚĞ�
ƚŚŽƵŐŚƚƐ�ĂŶĚ�ŝĚĞĂƐ�ŽŶ�ŚŽǁ�ƚŽ�ŝŵƉƌŽǀĞ�ƚŚĞ�
ƉĞƌĨŽƌŵĂŶĐĞ�ŽĨ�ǇŽƵƌ�ĐƵƌƌĞŶƚ�ƐǇƐƚĞŵ͘�dŚŝƐ�
ǁŽƌŬƐŚŽƉ�ŝƐ�ƉĞƌĨĞĐƚ�ĨŽƌ�ƚŚĞ�ŶŽǀŝĐĞ�Žƌ�ĨŽƌ�
ƚŚŽƐĞ�ĚĞƐŝƌŝŶŐ�ĂŶ�ŝŶǀŝŐŽƌĂƟŶŐ�ƌĞĨƌĞƐŚĞƌ͘

BUSINESS COMMUNICATION 
FUNDAMENTALS 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�tŚĞƚŚĞƌ�ĐŽŵŵƵŶŝĐĂƟŶŐ�ǁŝƚŚ�
ǇŽƵƌ�ĐŽͲǁŽƌŬĞƌƐ͕�ǇŽƵƌ�ďŽƐƐ͕�Žƌ�ƵƉƉĞƌ�ůĞǀĞů�
ŵĂŶĂŐĞŵĞŶƚ͕�ŐĞƚ�ǇŽƵƌ�ŵĞƐƐĂŐĞ�ŚĞĂƌĚ�ŝŶ�
Ă�ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ�ĂŶĚ�ĐŽŵƉĞůůŝŶŐ�ŵĂŶŶĞƌ͘ ��
/Ŷ�ƚŚŝƐ�ĨŽƵƌͲŚŽƵƌ�ŝŶƚĞƌĂĐƟǀĞ�ďƵƐŝŶĞƐƐ�
ĐŽŵŵƵŶŝĐĂƟŽŶ�ĐŽƵƌƐĞ͕�ǁĞ�ǁŝůů�ƉƌŽǀŝĚĞ�
ǇŽƵ�ŶĞĐĞƐƐĂƌǇ�ǀĞƌďĂů͕�ŶŽŶͲǀĞƌďĂů�ĂŶĚ�
ǁƌŝƩĞŶ�ƚŽŽůƐ�ƚŽ�ŚĞůƉ�ǇŽƵ�ƚŽ�ĐŽŵŵƵŶŝĐĂƚĞ�
ŵŽƌĞ�ĞīĞĐƟǀĞůǇ͕ �ĂŶĚ�ƉƌŽŵŽƚĞ�Ă�ƌĞƐƉĞĐƞƵů�
ǁŽƌŬŝŶŐ�ĞŶǀŝƌŽŶŵĞŶƚ͘

/Ä�ϮϬϭϰ��çÝ®Ä�ÝÝ�KÙ�¦ÊÄ͕�®Ä�Ö�ÙãÄ�Ù�Ý«®Ö�
ó®ã«�KÙ�¦ÊÄ��®Ê�Ù���®ò���¥çÄ�®Ä¦�¥ÙÊÃ�
ã«��½�¦®Ý½�ãçÙ���ãÊ�Ê¥¥�Ù��®ÊÝ�®�Ä���ÝÖ�-
�®¥®��ÖÙÊ¥�ÝÝ®ÊÄ�½�ãÙ�®Ä®Ä¦�;�®Ê��ã�½ùÝãͿ�
ãÊ�çÄ��ÙͬçÄ�ÃÖ½Êù���KÙ�¦ÊÄ®�ÄÝ�«ÊÖ-
®Ä¦�½�çÄ�«�ã«�®Ù���Ù��ÙÝ�®Ä�ã«���®ÊÝ�®-
�Ä���®Ä�çÝãÙù͘ �d«��Ê�¹��ã®ò��®Ý�ãÊ�ÖÙ�Ö�Ù��
Øç�½®¥®��͕�Ã®�Ͳ��Ù��Ù���Ä�®��ã�Ý�ãÊ�
��ÙÄ�Ý��ãÊÙ�ÝÖ��®¥®���®ÊÝ�®�Ä���®Ä�çÝãÙù�
��Ùã®¥®��ã�Ý�ãÊ�¥��®½®ã�ã��ã«®Ý��ÃÖ½ÊùÃ�Äã�
ãÙ�ÄÝ®ã®ÊÄ͘�

K¥¥�Ù����ã�ÄÊ��ÊÝã�ãÊ�Øç�½®¥®�����Ä-
�®��ã�Ý͕�KÙ�¦ÊÄ��®Ê�ó®½½�½�çÄ�«�ã«®Ý�
ÝÊÖ«®Ýã®��ã�����Ùã®¥®��ã��ÖÙÊ¦Ù�Ã�®Ä�
�ÊÄ¹çÄ�ã®ÊÄ�®Äã�Ù�Ýã����ÃÖ½Êù�ÙÝ�®Ä�
�ç¦çÝã�Ê¥�ϮϬϭϰ͘�WÊã�Äã®�½��ÖÖ½®��ÄãÝ�
Ý«Êç½���ÊÄã��ã�KÙ�¦ÊÄ��®Ê��Ä��Ýç�Ã®ã�
ã«�®Ù��ÖÖ½®��ã®ÊÄ�;ó��Ý®ã�Ϳ͘

KƌĞŐŽŶ��ŝŽ�ǁŽƵůĚ�ůŝŬĞ�ƚŽ�ĂĐŬŶŽǁůĞĚŐĞ�ƚŚĞ�
ƐƵƉƉŽƌƚ�ŽƵƌ�ƉƌŽŐƌĂŵƐ�ŚĂǀĞ�ƌĞĐĞŝǀĞĚ�ĨƌŽŵ�
ŽƵƌ�ƚƌĂŝŶŝŶŐ�ƉĂƌƚŶĞƌ�Ăƚ�tŽƌŬƐǇƐƚĞŵƐ�/ŶĐ͘�
dŽŐĞƚŚĞƌ�ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƐƵĐĐĞƐƐĨƵů�
ƉƌŽĨĞƐƐŝŽŶĂů�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�ƚŚĂƚ�ŝƐ�ŚŝŐŚůǇ�
ƌĞƐƉĞĐƚĞĚ�ĂŶĚ�ĂĐƟǀĞůǇ�ƐƵƉƉŽƌƚĞĚ�ďǇ�ŽƵƌ�
ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ͘�

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ǁŽƵůĚ�ĂůƐŽ�ŶŽƚ�ďĞ�
ƉŽƐƐŝďůĞ�ǁŝƚŚŽƵƚ�ƚŚĞ�ĮŶĂŶĐŝĂů�ƐƵƉƉŽƌƚ�ŽĨ�
ƚŚĞ�KƌĞŐŽŶ�ůĞŐŝƐůĂƚƵƌĞ�ĂŶĚ�ŽƵƌ�ĚĞƉůŽǇŵĞŶƚ�
ƉĂƌƚŶĞƌ��ƵƐŝŶĞƐƐ�KƌĞŐŽŶ͘�dŽŐĞƚŚĞƌ�ǁĞ�ůĞĂĚ�
ƚŚĞ�ǁĂǇ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�ƚŚŝƐ�ƵŶŝƋƵĞ�ƉƵďůŝĐͬ
ƉƌŝǀĂƚĞ͕�ŝŶĚƵƐƚƌǇͲďĂƐĞĚ�ďŝŽƐĐŝĞŶĐĞ�ƚƌĂŝŶŝŶŐ�

COURSE DESCRIPTIONS

About BioCatalyst Partners



MANAGING DEVIATIONS 
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗��ŶǇ�ĚĞƉĂƌƚƵƌĞ�ĨƌŽŵ�ĂŶ�ĂƉƉƌŽǀĞĚ�
ŝŶƐƚƌƵĐƟŽŶ�Žƌ�ĞƐƚĂďůŝƐŚĞĚ�ƐƚĂŶĚĂƌĚ�ƵƐĞĚ�
ŝŶ�ƚŚĞ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ƉƌŽĐĞƐƐ͕�ŝŶĐůƵĚŝŶŐ�
ĚĂƚĂ�Žƌ�ƌĞƐƵůƚƐ�ŽƵƚƐŝĚĞ�ŽĨ�ƚŚĞ�ĞǆƉĞĐƚĞĚ�
ƌĂŶŐĞ͕�ŝƐ�ĐŽŶƐŝĚĞƌĞĚ�Ă�ĚĞǀŝĂƟŽŶ�ĂŶĚ�ŵƵƐƚ�
ďĞ�ŝŶǀĞƐƟŐĂƚĞĚ�ĂŶĚ�ĞǀĂůƵĂƚĞĚ�ĨŽƌ�ŝŵƉĂĐƚ�
ƚŽ�ƉƌŽĚƵĐƚ�ƋƵĂůŝƚǇ͘�KƚŚĞƌ�ƚĞƌŵƐ�ĂƌĞ�ƵƐĞĚ�
ĨŽƌ�ĚĞǀŝĂƟŽŶƐ�ŝŶ�ƌĞŐƵůĂƟŽŶƐ�ĂŶĚ�ŐƵŝĚĂŶĐĞ͕�
ŝŶĐůƵĚŝŶŐ�͞ŶŽŶͲĐŽŶĨŽƌŵĂŶĐĞƐ͟�ĂŶĚ�
͞ĚŝƐĐƌĞƉĂŶĐŝĞƐ͘͟ �tŚŝĐŚĞǀĞƌ�ƚĞƌŵŝŶŽůŽŐǇ�ŝƐ�
ƵƐĞĚ͕�ĚĞǀŝĂƟŽŶƐ�ĂƌĞ�Ă�ŶŽƌŵĂů�ƉĂƌƚ�ŽĨ�ĂŶǇ�
ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ƉƌŽĐĞƐƐ͕�ďƵƚ�ŚŽǁ�ƚŚĞǇ�ĂƌĞ�
ŚĂŶĚůĞĚ�ŝƐ�Ă�ŵĂƩĞƌ�ĚĞĮŶĞĚ�ŝŶ�ƚŚĞ�ůĂǁ

Z/^<ͳ��^����WWZK��,�dK�
MANUFACTURING ICH Q8, Q9, Q10
�ĂƚĞƐ͗�KŶĞͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�dŚĞ�/ŶƚĞƌŶĂƟŽŶĂů��ŽŶĨĞƌĞŶĐĞ�
ŽŶ�,ĂƌŵŽŶŝƐĂƟŽŶ�;/�,Ϳ�ǁĂƐ�ĞƐƚĂďůŝƐŚĞĚ�
ŝŶ�ϭϵϵϬ�ǁŝƚŚ�ƚŚĞ�ŐŽĂů�ŽĨ�ĂĐŚŝĞǀŝŶŐ�ŐƌĞĂƚĞƌ�
ƐǇŶĐŚƌŽŶŝǌĂƟŽŶ�ŝŶ�ƚŚĞ�ŝŶƚĞƌƉƌĞƚĂƟŽŶ�ĂŶĚ�
ĂƉƉůŝĐĂƟŽŶ�ŽĨ�ƌĞŐƵůĂƚŽƌǇ�ƌĞƋƵŝƌĞŵĞŶƚƐ�ŽĨ�
�ƵƌŽƉĞ͕�:ĂƉĂŶ�ĂŶĚ�ƚŚĞ�hŶŝƚĞĚ�^ƚĂƚĞƐ�ĨŽƌ�
ƉŚĂƌŵĂĐĞƵƟĐĂů�ƉƌŽĚƵĐƚ�ƌĞŐŝƐƚƌĂƟŽŶ͘�/�,�
'ƵŝĚĂŶĐĞ�ĚŽĐƵŵĞŶƚƐ�Yϴ�;WŚĂƌŵĂĐĞƵƟĐĂů�
�ĞǀĞůŽƉŵĞŶƚͿ͕�Yϵ�;YƵĂůŝƚǇ�ZŝƐŬ�
DĂŶĂŐĞŵĞŶƚͿ�ĂŶĚ�YϭϬ�;WŚĂƌŵĂĐĞƵƟĐĂů�
YƵĂůŝƚǇ�^ǇƐƚĞŵͿ�ǁŽƌŬ�ŝŶ�ĐŽŶũƵŶĐƟŽŶ�ǁŝƚŚ�
ŽŶĞ�ĂŶŽƚŚĞƌ�ƚŽ�ĚĞƐĐƌŝďĞ�Ă�ƐĐŝĞŶĐĞͲ�ĂŶĚ�
ƌŝƐŬͲďĂƐĞĚ�ĂƉƉƌŽĂĐŚ�ƚŽ�ƉŚĂƌŵĂĐĞƵƟĐĂů�
ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ĂŶĚ�ĚĞǀĞůŽƉŵĞŶƚ͘

IMPROMPTU PRESENTING
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�zŽƵ�ŚĂǀĞ�ůĞƐƐ�ƚŚĂŶ�ϴ�ŚŽƵƌƐ�ƚŽ�ƉƵůů�
ƚŽŐĞƚŚĞƌ�Ă�ůĂƐƚ�ŵŝŶƵƚĞ�ƉƌĞƐĞŶƚĂƟŽŶ�ƚŽ�ƵƉƉĞƌ�
ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͘��DĂŬŝŶŐ�ǇŽƵƌ�ĂƌŐƵŵĞŶƚ�
ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ͕�ĂŶĚ�ĐŽŚĞƌĞŶƚ�ŝƐ�ĐƌŝƟĐĂů͘�,ĞƌĞ�
ĂƌĞ�ƐŽŵĞ�ƚŽƉŝĐƐ�ƚŚŝƐ��ĐůĂƐƐ�ǁŝůů�ĂĚĚƌĞƐƐ͗
ͻ�tŚĂƚ�ŝƐ�ǇŽƵƌ�ƉƌĞƐĞŶƚĂƟŽŶ�ŐŽĂů͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ĚĞĐŝĚĞ�ǁŚĂƚ�ŝŶĨŽƌŵĂƟŽŶ�ƚŽ�
ƉƌĞƐĞŶƚ�ĂŶĚ�ŝƚƐ�ƉƌŝŽƌŝƟǌĂƟŽŶ͍
ͻ�tŚŽ�ŝƐ�ǇŽƵƌ�ĂƵĚŝĞŶĐĞ͍
ͻ�,Žǁ�ĚŽ�ǇŽƵ�ƉƌĞƉĂƌĞ�ĨŽƌ�YΘ�͍
ͻ�tŚĂƚ�ǀŝƐƵĂůƐ�ĂƌĞ�ŶĞĞĚĞĚ͕�ŝĨ�ĂŶǇ͍

CHANGE MANAGEMENT
�ĂƚĞƐ͗�,ĂůĨͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�dŚĞ�ŝĚĞĂ�ŽĨ�ĐŚĂŶŐĞ�ŵĂŶĂŐĞŵĞŶƚ�
ŝƐ�ĂĚĚƌĞƐƐĞĚ�ƚŚƌŽƵŐŚŽƵƚ�ƚŚĞ�Đ'DW�
ƌĞŐƵůĂƟŽŶƐ͕�ƐƵĐŚ�ĂƐ�ǁŚĞŶ�ĞŶĐŽƵŶƚĞƌŝŶŐ�
ŝƐƐƵĞƐ�ĂŶĚ�ĨŽĐƵƐŝŶŐ�ŽŶ�ƉƌŽĐĞƐƐ�
ŝŵƉƌŽǀĞŵĞŶƚƐ�ǁŝƚŚ�ƚŚĞ�ĚĞƐŝŐŶ�ŽĨ�ƚŚĞ�
ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ĨĂĐŝůŝƚǇ�;Α�Ϯϭϭ͘ϰϮͿ͕�ƚŚĞ�ĚĞƐŝŐŶ�
ŽĨ�ƚŚĞ�ŵĂŶƵĨĂĐƚƵƌŝŶŐ�ĞƋƵŝƉŵĞŶƚ�;Α�Ϯϭϭ͘ϲϯͿ͕�
ƚŚĞ�ĚĞƐŝŐŶ�ŽĨ�ƚŚĞ�ƉƌŽĚƵĐƟŽŶ�ĂŶĚ�ĐŽŶƚƌŽů�
ƉƌŽĐĞĚƵƌĞƐ�;Α�Ϯϭϭ͘ϭϬϬͿ͕�Žƌ�ƚŚĞ�ĚĞƐŝŐŶ�
ŽĨ�ůĂďŽƌĂƚŽƌǇ�ĐŽŶƚƌŽůƐ�;Α�Ϯϭϭ͘ϭϲϬͿ͘�dŚĞ�
ĐƵƌƌĞŶƚ�ƐƚĂŶĚĂƌĚƐ�ƌĞƋƵŝƌĞ�ƚŚĂƚ�Ă�ƌŝƐŬͲďĂƐĞĚ�
ĂƉƉƌŽĂĐŚ�ƵƟůŝǌŝŶŐ�ƐĐŝĞŶƟĮĐ�ŬŶŽǁůĞĚŐĞ�ŝƐ�
ƵƐĞĚ�ǁŚĞŶ�ŝŵƉůĞŵĞŶƟŶŐ�Ă�ĐŚĂŶŐĞ͘

/^K�ϵϬϬϭͬ/^K�ϭϯϰϴϱ�/Ed�ZE�>��h�/dKZ�
TRAINING 
�ĂƚĞƐ͗�dǁŽͲ�ĂǇ

KǀĞƌǀŝĞǁ͗�dŽ�ƐƵĐĐĞƐƐĨƵůůǇ�ŝŵƉůĞŵĞŶƚ�ĂŶĚ�
ŵĂŝŶƚĂŝŶ�Ă�ƋƵĂůŝƚǇ�ŵĂŶĂŐĞŵĞŶƚ�ƐǇƐƚĞŵ�
Ă�ĐŽŵƉĂŶǇ�ŵƵƐƚ�ŚĂǀĞ�ĂŶ�/ŶƚĞƌŶĂů��ƵĚŝƚ�
ƉƌŽĐĞƐƐ�ĂŶĚ�ƵƐĞ�ƚƌĂŝŶĞĚ�ĂƵĚŝƚŽƌƐ�ƚŽ�ƉĞƌĨŽƌŵ�
ƚŚĞ�ĂƵĚŝƚƐ͘�/ŶƚĞƌŶĂů�ĂƵĚŝƚŽƌƐ�ĂƌĞ�ĂůƐŽ�Ă�ŬĞǇ�
ĞůĞŵĞŶƚ�ŝŶ�ƋƵĂůŝƚǇ�ƐǇƐƚĞŵ�ŝŵƉƌŽǀĞŵĞŶƚ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ƚĞĂĐŚĞƐ�ĂƵĚŝƟŶŐ�ƚŽ�ƚŚĞ�/^K�
ϵϬϬϭͬ/^K�ϭϯϰϴϱ�ƐƚĂŶĚĂƌĚƐ�ĂŶĚ�ƉůĂĐĞƐ�Ă�
ƐƚƌŽŶŐ�ĞŵƉŚĂƐŝƐ�ŽŶ�ƉƌŽŵŽƟŶŐ�ĞŵƉůŽǇĞĞ�
ƉĂƌƟĐŝƉĂƟŽŶ�ŝŶ�ƚŚĞ�ŝŵƉƌŽǀĞŵĞŶƚ�ƉƌŽĐĞƐƐ͘��

 

 

&Žƌ�ŽǀĞƌ�ĮǀĞ�ǇĞĂƌƐ�ƚŚĞ�KƌĞŐŽŶ��ŝŽƐĐŝĞŶĐĞ��ƐͲ
ƐŽĐŝĂƟŽŶ�;KƌĞŐŽŶ��ŝŽͿ�ŚĂƐ�ďĞĞŶ�ŽīĞƌŝŶŐ�Ă�ƉƌŽͲ
ĨĞƐƐŝŽŶĂů�ǁŽƌŬĨŽƌĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�;�ŝŽWƌŽͿ�
ĚĞƐŝŐŶĞĚ�ƚŽ�ŵĞĞƚ�ƚŚĞ�ŶĞĞĚƐ�ŽĨ�KƌĞŐŽŶ Ɛ͛�ŐƌŽǁͲ
ŝŶŐ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ͘�^ŝŶĐĞ��ŝŽWƌŽ Ɛ͛�ŝŶĐĞƉͲ
ƟŽŶ͕�ŽǀĞƌ�ϭ͕ϲϬϬ�ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ďĞŶĞĮƚĞĚ�
ĨƌŽŵ�ƚŚŝƐ�ƉƌŽŐƌĂŵ͘��ĂƐĞĚ�ŽŶ�ƚŚĞ�ŐƵŝĚĂŶĐĞ�ǁĞ�
ƌĞĐĞŝǀĞ�ĨƌŽŵ�ŽƵƌ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�
ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�ƌŽďƵƐƚ�ĐĂƚĂůŽŐ�ŽĨ�ŝŶĚƵƐƚƌǇ�
ƐƉĞĐŝĮĐ�ĐůĂƐƐĞƐ�ƚĂƵŐŚƚ�ďǇ�ŝŶĚƵƐƚƌǇ�ĞǆƉĞƌƚƐ͘

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�Ă�ŶĂƚƵƌĂů�ŽƵƚŐƌŽǁƚŚ�
ŽĨ�ŽƵƌ�ĞǆŝƐƟŶŐ�ƉƌŽŐƌĂŵ�ĂŶĚ�ůĞǀĞƌĂŐĞƐ�ƚŚŝƐ�ĚĞĞƉ�
ƉŽŽů�ŽĨ�ƚƌĂŝŶŝŶŐ�ĞǆƉĞƌƟƐĞ͘��Ƶŝůƚ�ĂƌŽƵŶĚ�ƚŚĞ�
ƐƚƌĞŶŐƚŚ�ŽĨ�ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�
ĚŝƌĞĐƚ�ŝŶƉƵƚ͕�ƚŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�ŵĂŶͲ
ĂŐĞĚ�ďǇ�ƚŚĞ��ŝŽWƌŽ�/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƚͲ
ƚĞĞ�ŽĨ�ŝŶĚƵƐƚƌǇͬŚƵŵĂŶ�ƌĞƐŽƵƌĐĞ�ĞǆƉĞƌƚƐ͘�dŚĞƐĞ�
ƉƌŽŐƌĂŵƐ�ĂƌĞ�ƐƉĞĐŝĮĐĂůůǇ�ĚĞƐŝŐŶĞĚ�ďǇ�ŝŶĚƵƐƚƌǇ�
ůĞĂĚĞƌƐ�ĂŶĚ�ĞŵďŽĚǇ�ƚŚĞŝƌ�ĐŽŵŵŝƚŵĞŶƚ�ƚŽ�ŝŶͲ
ĚƵƐƚƌǇ�ĚƌŝǀĞŶ�ƚƌĂŝŶŝŶŐ͕�ƚŚĞŝƌ�ǇĞĂƌƐ�ŽĨ�ĞǆƉĞƌƟƐĞ�
ĂŶĚ�ĚĞƐŝƌĞ�ƚŽ�ŚŝƌĞ�ůŽĐĂůůǇ�ǁŚĞŶ�ƉŽƐƐŝďůĞ͘

Descriptions continued . . .

BioCatalyst History



Oregon Bio 2012:
�ŝŽƐĐŝĞŶĐĞ��ŝŐŝƟǌĂƟŽŶ�
ĂŶĚ��ŝƐĐŽǀĞƌǇ

CURRICULUM OUTLINE 
ͻ�hƐĞ͕�ďĞŶĞĮƚƐ�ĂŶĚ�ĐŚĂůůĞŶŐĞƐ�ŽĨ�ďŝŐ�ĚĂƚĂ�
���ĂŶĚ�ƚŚĞ�ĐůŽƵĚ͘

ͻ��ůŽƵĚ�ƐĞƌǀŝĐĞƐ͕�ƉƌŽǀŝĚĞƌƐ͕�ĂŶĚ�ƐĞĐƵƌŝƚǇ

ͻ��ůŽƵĚ�ŵŽŶŝƚŽƌŝŶŐ�ĂŶĚ�ĂůĞƌƚ�ŵĂŶĂŐĞŵĞŶƚ

ͻ��ůŽƵĚ�ŝŵƉůĞŵĞŶƚĂƟŽŶ�ƐƚƌĂƚĞŐŝĞƐ�

ͻ�^ĞĐƵƌŝƚǇ�ĂŶĚ�ĐŽŵƉůŝĂŶĐĞ�ĨŽƌ�ŚĞĂůƚŚĐĂƌĞ�ĚĂƚĂ�
���ŝŶ�ƚŚĞ�ĐůŽƵĚ

ͻ��ŝŐ�ĚĂƚĂ�ĂŶĚ�ƚŚĞ�ĐůŽƵĚ͗�ƚƌĂŶƐĨŽƌŵŝŶŐ�
���ŚĞĂůƚŚĐĂƌĞ

 
�ŵƉůŽǇĞƌ�/ŶĨŽƌŵĂƟŽŶ͗�ǁǁǁ͘ŽƌĞŐŽŶďŝŽ͘ŽƌŐ

 

�ŝŽ�ĂƚĂůǇƐƚ 
WƌŽĨĞƐƐŝŽŶĂů
�ĞƌƟĮĐĂƚĞ�WƌŽŐƌĂŵ 
   Cloud computing in 
    Biomedicine

�ŽƵƌƐĞ�/ŶĨŽƌŵĂƟŽŶ�
�ĂƚĞ͗�:ƵŶĞ�ϮϬϭϱ
/ŶƋƵŝƌŝĞƐ͗�
ŚƩƉƐ͗ͬͬǁǁǁ͘ŽƌĞŐŽŶďŝŽ͘ŽƌŐͬďŝŽƉƌŽͬďŝŽĐĂƚĂůǇƐƚ



PROJECT MANAGEMENT 
�ĂƚĞ͗�June 1-2 (8:30 a.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗�dŚŝƐ�ĐŽƵƌƐĞ�ŝŶƚƌŽĚƵĐĞƐ�ƐƚƵĚĞŶƚƐ�
ƚŽ�ƚŚĞ�ĨŽƵŶĚĂƟŽŶƐ�ŽĨ�ƐƵĐĐĞƐƐĨƵů�ƉƌŽũĞĐƚ�
ŵĂŶĂŐĞŵĞŶƚ͕�ĞƐƉĞĐŝĂůůǇ�ŝŶ�Ă�ƚĞĐŚŶŽů-
ŽŐǇ�ĞŶǀŝƌŽŶŵĞŶƚ͘�^ƚƵĚĞŶƚƐ�ǁŝůů�ůĞĂƌŶ�ŬĞǇ�
ƉƌŽũĞĐƚ�ŵĂŶĂŐĞŵĞŶƚ�ĐŽŶĐĞƉƚƐ͕�ƚŚĞŶ�ŝŵ-
ŵĞĚŝĂƚĞůǇ�ĂƉƉůǇ�ƚŚĞŵ�ŝŶ�Ă�ŚĂŶĚͲŽŶ�ƚĞĂŵ�
ƐŝŵƵůĂƟŽŶ͘�dŚŝƐ�ĐŽƵƌƐĞ�ĂƉƉƌŽĂĐŚĞƐ�ƉƌŽũĞĐƚ�
ŵĂŶĂŐĞŵĞŶƚ�ĨƌŽŵ�ƚŚĞ�ƐƚĂŶĚƉŽŝŶƚ�ŽĨ�
ŵĂŶĂŐŝŶŐ�Ă�ƐŝŶŐůĞ͕�ƐƚĂŶĚͲĂůŽŶĞ�ƉƌŽũĞĐƚ�ƚŚĂƚ�
ŝƐ�ƐŵĂůů�ƚŽ�ŵĞĚŝƵŵ�ŝŶ�ƐŝǌĞ͘�/ƚ�ƚĂŬĞƐ�ƐƚƵĚĞŶƚƐ�
ƚŚƌŽƵŐŚ�ƚŚĞ�ƉƌŽũĞĐƚ�ůŝĨĞ�ĐǇĐůĞ�ŝŶ�ƚŚĞ�ƐĂŵĞ�
ƐĞƋƵĞŶĐĞ�ƚŚĞǇ�ǁŽƵůĚ�ĨĂĐĞ�ǁŚĞŶ�ŵĂŶĂŐŝŶŐ�
Ă�ƌĞĂů�ƉƌŽũĞĐƚ�ŝŶ�ƚŚĞ�ǁŽƌŬƉůĂĐĞ͘�

WELCOME TO CLOUD ARCHITECTURE, 
PART I AND II
Christopher Aedo, Product Architect
�ĂƚĞ͗�June 3-4 (9:00 a.m.-6:00 p.m.,       
8:00 a.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗�tĞůĐŽŵĞ�ƚŽ�ĐůŽƵĚ�ĂƌĐŚŝƚĞĐ-
ƚƵƌĞ�ǁŝůů�ĐŽǀĞƌ�Ăůů�ƚŚĞ�ĐŽŵƉŽŶĞŶƚƐ�ĂŶĚ�
ƚĞĐŚŶŽůŽŐŝĞƐ�ƚŚĂƚ�ĐŽŵƉƌŝƐĞ�ŵŽĚĞƌŶ�ĐůŽƵĚ�
ĐŽŵƉƵƟŶŐ͕�ĂŶĚ�ŚŽǁ�Ăůů�ƚŚĞƐĞ�ĚŝƐƉĂƌĂƚĞ�
ďŝƚƐ�ĞǀŽůǀĞĚ�ŝŶƚŽ�ƚŚĞ�ĐůŽƵĚƐ�ǁĞ�ƵƐĞ�ƚŽĚĂǇ͘��
dŚŝƐ�ŝŶĐůƵĚĞƐ�ǀŝƌƚƵĂůŝǌĂƟŽŶ͕�ŚǇƉĞƌǀŝƐŽƌƐ�ĂŶĚ�
ĐŽŶƚĂŝŶĞƌƐ͕�ƐŽŌǁĂƌĞ�ĚĞĮŶĞĚ�ŶĞƚǁŽƌŬŝŶŐ͕�
ƐŽŌǁĂƌĞ�ĚĞĮŶĞĚ�ƐƚŽƌĂŐĞ͕�ƚŚĞ�ƚŚƌĞĞ�ŵĂŝŶ�
ƐĞƌǀŝĐĞ�ůĂǇĞƌƐ�;/��^͕�W��^�ĂŶĚ�^��^Ϳ͕�ĂŶĚ�
Ăůů�ƚŚĞ�ƉƌŽƚŽĐŽůƐ�ƚŚĂƚ�ƟĞ�Ăůů�ƚŚŝƐ�ƚŽŐĞƚŚĞƌ͘ ��
ǁĞ�ǁŝůů�ĂůƐŽ�ĚŝƐĐƵƐƐ�ŚŽǁ�ƚŽ�ƋƵĂŶƟĨǇ�ƚŚĞ�
ďĞŶĞĮƚƐ͕�ďƵŝůĚ�ĐŽƐƚ�ŵŽĚĞůƐ͕�ĐƌĞĂƚĞ�ĐŽŵ-
ƉƌĞŚĞŶƐŝǀĞ�ƚƌĂŶƐŝƟŽŶ�ƉůĂŶƐ͕�ĂŶĚ�ĚĞĂů�ǁŝƚŚ�
ƚŚĞ�ƌĞůĂƚĞĚ�ĐŚĂůůĞŶŐĞƐ�ǇŽƵ�ŵŝŐŚƚ�ƌƵŶ�ŝŶƚŽ͘�
WĂƌƚ�//�ǁŝůů�ĐŽǀĞƌ�ĚĞǀĞůŽƉŝŶŐ�ĨŽƌ�ƚŚĞ�ĐůŽƵĚ͕�
ĐŽŶƟŶƵŽƵƐ�ŝŶƚĞŐƌĂƟŽŶͬĐŽŶƟŶƵŽƵƐ�ĚĞůŝǀĞƌǇ�
ĂŶĚ�ƚŚĞ�ĚĞǀŽƉƐ�ŵŽǀĞŵĞŶƚ͘��tĞ�ǁŝůů�ĂůƐŽ�
ĚŝƐĐƵƐƐ�ƚŚĞ�ƐƚƌĞŶŐƚŚƐ�ĂŶĚ�ǁĞĂŬŶĞƐƐĞƐ�ŽĨ�ĚŝĨ-
ĨĞƌĞŶƚ�ĐůŽƵĚ�ƉƌŽǀŝĚĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�ĂĚŵŝŶŝƐƚƌĂ-
ƟǀĞ�ĐŽŶƐŝĚĞƌĂƟŽŶƐ͕�ĂƉƉƌŽĂĐŚĞƐ�ƚŽ�ƐĞĐƵƌŝƚǇ͕ �
ďĂĐŬƵƉƐ͕�ĂŶĚ�ĚŝƐĂƐƚĞƌ�ƌĞĐŽǀĞƌǇ�ƉůĂŶŶŝŶŐ͘����
 

MOVING FROM BIG DATA TO KNOWLͳ
EDGE
dĞĚ�>ĂĚĞƌĂƐ͕�WŚ�͕�<ŶŝŐŚƚ��ĂŶĐĞƌ�/ŶƐƟƚƵƚĞ
�ĂƚĞ͗�June 5 (11:00 a.m.-12:00 p.m.)

IT’S IN THE CLOUD – STEPS YOU CAN TAKE 
TO PROTECT YOUR DATA ASSETS
Chris Apgar, CISSP, CEO and President, 
Apgar & Associates, LLC
�ĂƚĞ͗�June 5 (12:30 p.m.-4:30 p.m.)
KǀĞƌǀŝĞǁ͗�dŚĞƌĞ�ĂƌĞ�Ă�ŶƵŵďĞƌ�ŽĨ�ŵǇƚŚƐ�
ĂƌŽƵŶĚ�ĐůŽƵĚ�ĐŽŵƉƵƟŶŐ�ĂŶĚ�ŝŶĨŽƌŵĂƟŽŶ�
ƐĞĐƵƌŝƚǇ͘��KŶĞ�ĐĂŵƉ�ďĞůŝĞǀĞƐ�ƚŚĂƚ�ĐůŽƵĚ�
ĐŽŵƉƵƟŶŐ�ŝƐ�ƚŚĞ�ĂŶƐǁĞƌ�ƚŽ�Ăůů�ŽĨ�ƚŚĞ�ŝůůƐ�
ĨĂĐŝŶŐ�ƚŚĞ�,/d�ŝŶĚƵƐƚƌǇ͘��dŚĞ�ŽƚŚĞƌ�ĐĂŵƉ�
ďĞůŝĞǀĞƐ�ĐůŽƵĚ�ĐŽŵƉƵƟŶŐ�ŝƐ�ĨĂƌ�ĨƌŽŵ�ƐĞĐƵƌĞ�
ĂŶĚ�ŶŽƚ�ǁŽƌƚŚ�ƚŚĞ�ƌŝƐŬ͘��dŚĞ�ƚƌƵƚŚ�ŝƐ�ƐŽŵĞ-
ǁŚĞƌĞ�ŝŶ�ƚŚĞ�ŵŝĚĚůĞ͘��dŚŝƐ�ĐŽƵƌƐĞ�ǁŝůů�ĂƐƐŝƐƚ�
,/d�ĂŶĚ�ďŝŽƐĐŝĞŶĐĞ�ƉƌŽĨĞƐƐŝŽŶĂůƐ�ƵŶĚĞƌ-
ƐƚĂŶĚ�ƚŚĞ�ƐƚƌƵĐƚƵƌĞ�ŽĨ�ĐůŽƵĚ�ĐŽŵƉƵƟŶŐ�ĂƐ�ŝƚ�

ƌĞůĂƚĞƐ�ƚŽ�ŝŶĨŽƌŵĂƟŽŶ�ƐĞĐƵƌŝƚǇ͘��dŚŝƐ�ŝŶĐůƵĚĞƐ�
Ă�ƌĞǀŝĞǁ�ŽĨ�ƚŽŽůƐ�ƚŚĂƚ�ĐĂŶ�ĂƐƐŝƐƚ�ŝŶ�ĂƐƐĞƐƐŝŶŐ�
ƌŝƐŬ�ĂŶĚ�ĞǀĂůƵĂƟŶŐ�ǀĞŶĚŽƌ�ŽīĞƌŝŶŐƐ͘���ůƐŽ͕�ƚŚĞ�
ĐŽƵƌƐĞ�ǁŝůů�ĂĚĚƌĞƐƐ�ǁŚĂƚ�ŶĞĞĚƐ�ƚŽ�ďĞ�͞ďĂŬĞĚ�
ŝŶ͟�Žƌ�ŝŶĐůƵĚĞĚ�ĂƐ�ƉĂƌƚ�ŽĨ�ƚŚĞ�ĐůŽƵĚ�ĚĞǀĞůŽƉ-
ŵĞŶƚ�ƉƌŽĐĞƐƐ�ĂƐ�ŝƚ�ƌĞůĂƚĞƐ�ƚŽ�ŝŶĨŽƌŵĂƟŽŶ�
ƐĞĐƵƌŝƚǇ�ĐŽŶƚƌŽůƐ͘

TOOLS FOR DATA ANALYSIS
:ĂŵĞƐ�&ŽƐƚĞƌ͕ ��ŝƌĞĐƚŽƌ�ŽĨ�KƉĞƌĂƟŽŶƐ͕�
GemTalk Systems, LLC
�ĂƚĞ͗�June 8 (8:00 a.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗�&ƌŽŵ�ůĂďŽƌĂƚŽƌǇ�ŝŶƐƚƌƵŵĞŶƚƐ�ƚŽ�
ƉŽƉƵůĂƟŽŶ�ƐƚƵĚŝĞƐ͕�ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ŐĞŶĞƌ-
ĂƚĞ�ĂŶ�ĞŶŽƌŵŽƵƐ�ĂŵŽƵŶƚ�ŽĨ�ĐŽŵƉůĞǆ�ĚĂƚĂ͘�/Ŷ�
ƚŚŝƐ�ĐůĂƐƐ�ǁĞ�ǁŝůů�ůŽŽŬ�Ăƚ�ŚŽǁ�ƚŚĂƚ�ĚĂƚĂ�ŝƐ�ƉƌŽ-
ĚƵĐĞĚ�ĂŶĚ�ŚŽǁ�ŝŶĨŽƌŵĂƟŽŶ�ƚĞĐŚŶŽůŽŐǇ�ƉƌŽ-
ĨĞƐƐŝŽŶĂůƐ�ĐĂŶ�ĂƐƐŝƐƚ�ŝŶ�ƚƵƌŶŝŶŐ�ƚŚĂƚ�ĚĂƚĂ�ŝŶƚŽ�
ƵƐĞĨƵů�ŝŶĨŽƌŵĂƟŽŶ�ƵƐĞĚ�ƚŽ�ƚƌĞĂƚ�ŝŶĚŝǀŝĚƵĂů�
ƉĂƟĞŶƚƐ͕�ƵŶĚĞƌƐƚĂŶĚ�ďŝŽůŽŐŝĐĂů�ƉƌŽĐĞƐƐĞƐ͕�ĂŶĚ�
ŝŵƉƌŽǀĞ�ƚŚĞ�ůŝǀĞƐ�ŽĨ�ƉĞŽƉůĞ�ĂƌŽƵŶĚ�ƚŚĞ�ǁŽƌůĚ͘�
tĞ�ǁŝůů�ůŽŽŬ�Ăƚ�ďŽƚŚ�ŐĞŶĞƌĂůͲƉƵƌƉŽƐĞ�ƚŽŽůƐ͕�
ƐƵĐŚ�ĂƐ�ƉƌŽŐƌĂŵŵŝŶŐ�ůĂŶŐƵĂŐĞƐ�ĂŶĚ�ĚĂƚĂ-
ďĂƐĞƐ͕�ĂŶĚ�ƚŽŽůƐ�ƚŚĂƚ�ĂƌĞ�ĚĞƐŝŐŶĞĚ�ƐƉĞĐŝĮĐĂůůǇ�
ĨŽƌ�ƐĐŝĞŶƟĮĐ�ĂŶĚ�ƐƚĂƟƐƟĐĂů�ĂŶĂůǇƐŝƐ͘�&ŝŶĂůůǇ͕ �
ǁĞ�ǁŝůů�ŝĚĞŶƟĨǇ�ůŽĐĂů�ƌĞƐŽƵƌĐĞƐ�ĂǀĂŝůĂďůĞ�ĨŽƌ�
ĨƵƌƚŚĞƌ�ůĞĂƌŶŝŶŐ�ŝŶ�ƚŚŝƐ�ĂƌĞĂ͘

OPEN STACK ESSENTIALS 
Christopher Aedo, Product Architect
�ĂƚĞ͗�June 9 (8:00 a.m.-12:00 p.m.)
KǀĞƌǀŝĞǁ͗ KƉĞŶ^ƚĂĐŬ��ƐƐĞŶƟĂůƐ�ƉƌŽǀŝĚĞƐ�
ƉĂƌƟĐŝƉĂŶƚƐ�ǁŝƚŚ�ĂŶ�ŝŶƚƌŽĚƵĐƟŽŶ�ƚŽ�ƚŚĞ�
KƉĞŶ^ƚĂĐŬ�ƉƌŽũĞĐƚ͕�ƚŚĞ�ƐĞƌǀŝĐĞƐ�ƚŚĂƚ�ŵĂŬĞ�
ƵƉ�ĂŶ�KƉĞŶ^ƚĂĐŬ�ĐůŽƵĚ͕�ĂŶĚ�ĂŶ�ŽǀĞƌǀŝĞǁ�ŽĨ�
ƚŚĞ�ƐƚĞƉƐ�ŶĞĐĞƐƐĂƌǇ�ƚŽ�ŽƉĞƌĂƚĞ�ĂŶ�KƉĞŶ^ƚĂĐŬ�
ĞŶǀŝƌŽŶŵĞŶƚ͘�^ƚƵĚĞŶƚƐ�ǁŝůů�ĂůƐŽ�ŐĂŝŶ�ĞǆƉŽƐƵƌĞ�
ƚŽ�ĐŽŶĮŐƵƌĂƟŽŶƐ͕�ĂƌĐŚŝƚĞĐƚƵƌĞ͕�ďĞƐƚ�ƉƌĂĐƟĐĞƐ͕�
ĂŶĚ�ĐŽŵƉŽŶĞŶƚ�ŝŶƚĞƌĂĐƟŽŶƐ͘

AWS FUNDAMENTALS: REACH FOR THE 
CLOUD!
:ĞīƌĞǇ�^ĐŚŶŝĐŬ͕��ĂƚĂďĂƐĞ��ƵƚŽŵĂƟŽŶ�
Engineer
�ĂƚĞ͗�June 9 (1:00 p.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗��ŝǀĞ�ŝŶƚŽ��ŵĂǌŽŶ�tĞď�^ĞƌǀŝĐĞƐ�
ďĂƐŝĐƐ�ĂŶĚ�ŐĂŝŶ�ƚŚĞ�ƐŬŝůůƐ�ǇŽƵ�ŶĞĞĚ�ƚŽ�ŝŵ-
ŵĞĚŝĂƚĞůǇ�ĂŶĚ�ĞīĞĐƟǀĞůǇ�ƉĂƌƟĐŝƉĂƚĞ�ŝŶ�ďŝŐ�
ĚĂƚĂ�ĂŶĚ�ŽƚŚĞƌ�ĂŶĂůǇƟĐƐ�ƉƌŽũĞĐƚƐ͘�dŚŝƐ�ĐŽƵƌƐĞ�
ǁŝůů�ƉƌŽǀŝĚĞ�ĂŶ�ŝŶƚƌŽĚƵĐƟŽŶ�ƚŽ��t^�ƉƌŽĚƵĐƚƐ͕�
ƐĞƌǀŝĐĞƐ͕�ƚĞƌŵŝŶŽůŽŐǇ�ĂŶĚ�ĐŽŶĐĞƉƚƐ͘�tĞ�ǁŝůů�
ĂůƐŽ�ƚĂĐŬůĞ�ĚŝīĞƌĞŶƚ�ƚǇƉĞƐ�ŽĨ��t^�ƐĞĐƵƌŝƚǇ�
ĂƐƉĞĐƚƐ�ƐƵĐŚ�ĂƐ�^ĞĐƵƌŝƚǇ�'ƌŽƵƉƐ͕�ŬĞǇ�ƉĂŝƌƐ�
ĂŶĚ�/�D�ƌŽůĞƐ͘�zŽƵ�ǁŝůů�ŐĞƚ�ŝŶƚƌŽĚƵĐĞĚ�ƚŽ�ƚŚĞ�
ĨƵŶĚĂŵĞŶƚĂů�ƚŽŽůƐ�ĨŽƌ�ǁŽƌŬŝŶŐ�ǁŝƚŚ��t^͕�
ůĞĂƌŶ�ŚŽǁ�ƚŽ�ƐĐĂůĞ�Ă�ƐĞƌǀŝĐĞ�ŝŶ��t^�ĂŶĚ�ŚŽǁ�
ƚŽ�ŵĂŶĂŐĞ�ĚŝƐĂƐƚĞƌ�ƌĞĐŽǀĞƌǇ͘��ƵƌŝŶŐ�ƚŚŝƐ�ĐůĂƐƐ͕�
ǇŽƵ�ǁŝůů�ďĞ�ƉƌŽǀŝĚĞĚ�ǁŝƚŚ�ƚŚĞ�ƚŽŽůƐ�ŶĞĐĞƐƐĂƌǇ�
ƚŽ�ƉƵƚ�ǇŽƵ�ŽŶ�ǇŽƵƌ�ǁĂǇ�ƚŽ�ďĞĐŽŵĞ�ƚŚĞ�ŶĞǆƚ�
ĞǆƉĞƌƚ�ŝŶ��t^�ĂŶĚ�ďĞ�ƉĂƌƚ�ŽĨ�ƚŚĞ��ŝŐ��ĂƚĂ�ĂŶĚ�
�ůŽƵĚ��ŽŵƉƵƟŶŐ�ƌĞǀŽůƵƟŽŶ�ŝŶ�,ĞĂůƚŚĐĂƌĞ�ĂŶĚ�
ďŝŽŵĞĚŝĐŝŶĞ͘��

/Ŷ�ϮϬϭϰ��ƵƐŝŶĞƐƐ�KƌĞŐŽŶ͕�ŝŶ�ƉĂƌƚŶĞƌ�ƐŚŝƉ�ǁŝƚŚ�
KƌĞŐŽŶ��ŝŽ�ƌĞĐĞŝǀĞĚ�ĨƵŶĚŝŶŐ�ĨƌŽŵ�ƚŚĞ�ůĞŐŝƐůĂ-
ƚƵƌĞ��ƚŽ�ŽīĞƌ�ďŝŽƐĐŝĞŶĐĞ�ƐƉĞĐŝĮĐ�ƉƌŽĨĞƐƐŝŽŶĂů�
ƚƌĂŝŶŝŶŐ�;�ŝŽ�ĂƚĂůǇƐƚͿ�ƚŽ�ƵŶĚĞƌͬƵŶĞŵƉůŽǇĞĚ�
KƌĞŐŽŶŝĂŶƐ�ŚŽƉŝŶŐ�ůĂƵŶĐŚ�ƚŚĞŝƌ�ĐĂƌĞĞƌƐ�ŝŶ�
ƚŚĞ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ͘�dŚĞ�ŽďũĞĐƟǀĞ�ŝƐ�ƚŽ�
ƉƌĞƉĂƌĞ�ƋƵĂůŝĮĞĚ͕�ŵŝĚͲĐĂƌĞĞƌ�ĐĂŶĚŝĚĂƚĞƐ�
ƚŽ�ĞĂƌŶ�ƐĞĐƚŽƌ�ƐƉĞĐŝĮĐ�ďŝŽƐĐŝĞŶĐĞ�ŝŶĚƵƐƚƌǇ�
ĐĞƌƟĮĐĂƚĞƐ�ƚŽ�ĨĂĐŝůŝƚĂƚĞ�ƚŚŝƐ�ĞŵƉůŽǇŵĞŶƚ�
ƚƌĂŶƐŝƟŽŶ͘�

KīĞƌĞĚ�Ăƚ�ŶŽ�ĐŽƐƚ�ƚŽ�ƋƵĂůŝĮĞĚ�ĐĂŶĚŝĚĂƚĞƐ͕�
KƌĞŐŽŶ��ŝŽ�ǁŝůů�ůĂƵŶĐŚ�ƚŚŝƐ�ƐŽƉŚŝƐƟĐĂƚĞĚ�
ĐĞƌƟĮĐĂƚĞ�ƉƌŽŐƌĂŵ�ŝŶ�ĐŽŶũƵŶĐƟŽŶ�ŝŶƚĞƌĞƐƚĞĚ�
ĞŵƉůŽǇĞƌƐ�ŝŶ��ƵŐƵƐƚ�ŽĨ�ϮϬϭϰ͘�WŽƚĞŶƟĂů�ĂƉƉůŝ-
ĐĂŶƚƐ�ƐŚŽƵůĚ�ĐŽŶƚĂĐƚ�KƌĞŐŽŶ��ŝŽ�ĂŶĚ�ƐƵďŵŝƚ�
ƚŚĞŝƌ�ĂƉƉůŝĐĂƟŽŶ�;ǁĞďƐŝƚĞͿ͘

COURSE DESCRIPTIONS

&Žƌ�ŽǀĞƌ�ĮǀĞ�ǇĞĂƌƐ�ƚŚĞ�KƌĞŐŽŶ��ŝŽƐĐŝĞŶĐĞ��ƐƐŽĐŝĂ-
ƟŽŶ�;KƌĞŐŽŶ��ŝŽͿ�ŚĂƐ�ďĞĞŶ�ŽīĞƌŝŶŐ�Ă�ƉƌŽĨĞƐƐŝŽŶĂů�
ǁŽƌŬĨŽƌĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�;�ŝŽWƌŽͿ�ĚĞƐŝŐŶĞĚ�ƚŽ�
ŵĞĞƚ�ƚŚĞ�ŶĞĞĚƐ�ŽĨ�KƌĞŐŽŶ Ɛ͛�ŐƌŽǁŝŶŐ�ďŝŽƐĐŝĞŶĐĞ�
ŝŶĚƵƐƚƌǇ͘�^ŝŶĐĞ��ŝŽWƌŽ Ɛ͛�ŝŶĐĞƉƟŽŶ͕�ŽǀĞƌ�ϭ͕ϲϬϬ�
ďŝŽƐĐŝĞŶĐĞ�ǁŽƌŬĞƌƐ�ďĞŶĞĮƚĞĚ�ĨƌŽŵ�ƚŚŝƐ�ƉƌŽŐƌĂŵ͘�
�ĂƐĞĚ�ŽŶ�ƚŚĞ�ŐƵŝĚĂŶĐĞ�ǁĞ�ƌĞĐĞŝǀĞ�ĨƌŽŵ�ŽƵƌ�
/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�ǁĞ�ŚĂǀĞ�ĚĞǀĞůŽƉĞĚ�Ă�
ƌŽďƵƐƚ�ĐĂƚĂůŽŐ�ŽĨ�ŝŶĚƵƐƚƌǇ�ƐƉĞĐŝĮĐ�ĐůĂƐƐĞƐ�ƚĂƵŐŚƚ�ďǇ�
ŝŶĚƵƐƚƌǇ�ĞǆƉĞƌƚƐ͘

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�Ă�ŶĂƚƵƌĂů�ŽƵƚŐƌŽǁƚŚ�ŽĨ�
ŽƵƌ�ĞǆŝƐƟŶŐ�ƉƌŽŐƌĂŵ�ĂŶĚ�ůǀĞƌĂŐĞƐ�ƚŚŝƐ�ĚĞĞƉ�ƉŽŽů�
ŽĨ�ƚƌĂŝŶŝŶŐ�ĞǆƉĞƌƟƐĞ͘��Ƶŝůƚ�ĂƌŽƵŶĚ�ƚŚĞ�ƐƚƌĞŶŐƚŚ�ŽĨ�
ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ�ĂŶĚ�ƚŚĞŝƌ�ĚŝƌĞĐƚ�ŝŶƉƵƚ͕�ƚŚĞ�
�ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ŝƐ�ŵĂŶĂŐĞĚ�ďǇ�ƚŚĞ��ŝŽWƌŽ�
/ŶĚƵƐƚƌǇ�^ƚĞĞƌŝŶŐ��ŽŵŵŝƩĞĞ�ŽĨ�ŝŶĚƵƐƚƌǇͬŚƵŵĂŶ�
ƌĞƐŽƵƌĐĞ�ĞǆƉĞƌƚƐ͘�dŚĞƐĞ�ƉƌŽŐƌĂŵƐ�ĂƌĞ�ƐƉĞĐŝĮĐĂůůǇ�
ĚĞƐŝŐŶĞĚ�ďǇ�ŝŶĚƵƐƚƌǇ�ůĞĂĚĞƌƐ�ĂŶĚ�ĞŵďŽĚǇ�ƚŚĞŝƌ�
ĐŽŵŵŝƚŵĞŶƚ�ƚŽ�ŝŶĚƵƐƚƌǇ�ĚƌŝǀĞŶ�ƚƌĂŝŶŝŶŐ͕�ƚŚĞŝƌ�
ǇĞĂƌƐ�ŽĨ�ĞǆƉĞƌƟƐĞ�ĂŶĚ�ĚĞƐŝƌĞ�ƚŽ�ŚŝƌĞ�ůŽĐĂůůǇ�ǁŚĞŶ�
ƉŽƐƐŝďůĞ͘

BioCatalyst History

KƌĞŐŽŶ��ŝŽ�ǁŽƵůĚ�ůŝŬĞ�ƚŽ�ĂĐŬŶŽǁůĞĚŐĞ�ƚŚĞ�ƐƵƉ-
ƉŽƌƚ�ŽƵƌ�ƉƌŽŐƌĂŵƐ�ŚĂǀĞ�ƌĞĐĞŝǀĞĚ�ĨƌŽŵ�ŽƵƌ�ƚƌĂŝŶŝŶŐ�
ƉĂƌƚŶĞƌ�Ăƚ�tŽƌŬƐǇƐƚĞŵƐ�/ŶĐ͘�dŽŐĞƚŚĞƌ�ǁĞ�ŚĂǀĞ�ĚĞ-
ǀĞůŽƉĞĚ�Ă�ƐƵĐĐĞƐƐĨƵů�ƉƌŽĨĞƐƐŝŽŶĂů�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ�
ƚŚĂƚ�ŝƐ�ŚŝŐŚůǇ�ƌĞƐƉĞĐƚĞĚ�ĂŶĚ�ĂĐƟǀĞůǇ�ƐƵƉƉŽƌƚĞĚ�ďǇ�
ŽƵƌ�ŝŶĚƵƐƚƌǇ�ŵĞŵďĞƌƐ͘�

dŚĞ��ŝŽ�ĂƚĂůǇƐƚ�ƉƌŽŐƌĂŵ�ǁŽƵůĚ�ĂůƐŽ�ŶŽƚ�ďĞ�ƉŽƐ-
ƐŝďůĞ�ǁŝƚŚŽƵƚ�ƚŚĞ�ĮŶĂŶĐŝĂů�ƐƵƉƉŽƌƚ�ŽĨ�ƚŚĞ�KƌĞŐŽŶ�
ůĞŐŝƐůĂƚƵƌĞ�ĂŶĚ�ŽƵƌ�ĚĞƉůŽǇŵĞŶƚ�ƉĂƌƚŶĞƌ��ƵƐŝŶĞƐƐ�
KƌĞŐŽŶ͘�dŽŐĞƚŚĞƌ�ǁĞ�ůĞĂĚ�ƚŚĞ�ǁĂǇ�ŝŶ�ĞƐƚĂďůŝƐŚŝŶŐ�
ƚŚŝƐ�ƵŶŝƋƵĞ�ƉƵďůŝĐͬƉƌŝǀĂƚĞ͕�ŝŶĚƵƐƚƌǇͲďĂƐĞĚ�ďŝŽƐĐŝ-
ĞŶĐĞ�ƚƌĂŝŶŝŶŐ�ƉƌŽŐƌĂŵ͘

About BioCatalyst Partners



COURSE DESCRIPTIONS
OBA STAFF:

�ĞŶŶŝƐ�DĐEĂŶŶĂǇ͕ �ǆĞĐƵƟǀĞ��ŝƌĞĐƚŽƌ
:ƵůŝĞ��ůĂĐŬ, �ŝƌĞĐƚŽƌ�ŽĨ�DĞŵďĞƌ�^ĞƌǀŝĐĞ�ĂŶĚ�
�ƵƐŝŶĞƐƐ��ĞǀĞůŽƉŵĞŶƚ
�ŝŶĚǇ�>Ƶŵ, �ĚŵŝŶŝƐƚƌĂƟǀĞ��ƐƐŝƐƚĂŶƚ
DĂƌŬ�^ĂůƚǀĞŝƚ, Manager of Biocatalyst Training 
Program

OVERVIEW OF FDA REQUIREMENTS FOR 
REGULATED INDUSTRIES
�ĂƚĞ͗�June 10 (8:00 a.m.-12:00 p.m.)
KǀĞƌǀŝĞǁ͗��dŚĞ�&���ĂīĞĐƚƐ�ƚŚĞ�ũŽď�ŽĨ�ĞǀĞƌǇ
ƉĞƌƐŽŶ�ŝŶ�Ă�ŵĞĚŝĐĂů�ĚĞǀŝĐĞ�Žƌ�ĚƌƵŐ�ĐŽŵƉĂŶǇ͘�
dŚŝƐ�ĐŽƵƌƐĞ�ƉƌŽǀŝĚĞƐ�ƉĂƌƟĐŝƉĂŶƚƐ�ŝŶƐŝŐŚƚƐ�
ŝŶƚŽ�ǁŚĂƚ�&���ƌĞŐƵůĂƟŽŶƐ�ĂƌĞ͕�ǁŚǇ�ƚŚĞǇ�
ĞǆŝƐƚ͕�ŚŽǁ�ƚŚĞǇ�Įƚ�ƚŽŐĞƚŚĞƌ͕ �ǁŚĞŶ�ƚŚĞǇ�
ĂƉƉůǇ͕ �ĂŶĚ�ŚŽǁ�ƚŽ�ŝŶƚĞƌƉƌĞƚ�ƚŚĞŵ͘�tĞ�
ǁŝůů�ŶŽƚ�ũƵƐƚ�ĚŝƐĐƵƐƐ�YƵĂůŝƚǇ�^ǇƐƚĞŵƐ�ĂŶĚ�
'ŽŽĚ�DĂŶƵĨĂĐƚƵƌŝŶŐ�WƌĂĐƟĐĞƐ͕�ďƵƚ�ĂůƐŽ�
ƐƵďŵŝƐƐŝŽŶƐ͕�ƌĞŐŝƐƚƌĂƟŽŶ͕�ĐůŝŶŝĐĂů�ƚƌŝĂůƐ͕�
ƌĞĐĂůůƐ͕�ĂŶĚ�ĂĚǀĞƌƐĞ�ĞǀĞŶƚ�ƌĞƉŽƌƟŶŐ͘�
�ĂĐŚ�ƉĂƌƟĐŝƉĂŶƚ�ǁŝůů�ĚĞǀĞůŽƉ�Ă�ďĞƩĞƌ�
ƵŶĚĞƌƐƚĂŶĚŝŶŐ�ŽĨ�ƚŚĞ�ĞŶǀŝƌŽŶŵĞŶƚ�ŝŶ�ǁŚŝĐŚ�
ƚŚĞŝƌ�ĐŽŵƉĂŶǇ�ĞǆŝƐƚƐ�ĂŶĚ�ŚŽǁ�ƚŚĞǇ�ĐĂŶ�ŚĞůƉ�
ƚŚĞŝƌ�ĐŽŵƉĂŶǇ�ƚŚƌŝǀĞ͘

PREPARING FOR REGULATORY INSPECTIONS
�ĂƚĞ͗�June 10 (1:00 p.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗��DĂŶǇ�ŽƌŐĂŶŝǌĂƟŽŶƐ͕�ƐƵĐŚ�ĂƐ�
&��͕�/^K͕�K^,�͕�ĂŶĚ��W�͕�ĐĂŶ�ĐŽŶĚƵĐƚ�ĂƵĚŝƚƐ�
Žƌ�ŝŶƐƉĞĐƟŽŶƐ�ŝŶ�Ă�ďŝŽƚĞĐŚ�ĐŽŵƉĂŶǇ͘�DŽƐƚ�
ƉĞŽƉůĞ�ǀŝĞǁ�ƚŚĞƐĞ�ĞǀĞŶƚƐ�ĂƐ�ƐĐĂƌǇ͕ �ďƵƚ�ƚŚĞƌĞ�
ĂƌĞ�ǁĂǇƐ�ƚŽ�ŵĂŬĞ�ƚŚĞŵ�ůĞƐƐ�ĚŝĸĐƵůƚ͘�dŚĞ�ĮƌƐƚ�
ŵĞƚŚŽĚ�ŝƐ�ĐŽŵƉůŝĂŶĐĞ�ǁŝƚŚ�ƚŚĞ�ĂƉƉůŝĐĂďůĞ�
ƌƵůĞƐ͘��ŌĞƌ�ƚŚĂƚ͕�ƉƌĞƉĂƌĂƟŽŶ�ŝƐ�ƚŚĞ�ŬĞǇ͘�tĞ�
ǁŝůů�ĨŽĐƵƐ�ŽŶ�ƚŚĞƐĞ�ƉƌĞƉĂƌĂƚŽƌǇ�ƚĞĐŚŶŝƋƵĞƐ͕�
ĨŽƌ�ĞǆĂŵƉůĞ͕�ƵƐŝŶŐ�ŝŶƚĞƌŶĂů�ĂƵĚŝƟŶŐ�ĂƐ�Ă�
ƚŽŽů͕�ĚĞǀĞůŽƉŝŶŐ�ĂŶ�ŝŶƐƉĞĐƟŽŶ�ƉƌŽĐĞĚƵƌĞ͕�
ĞĚƵĐĂƟŶŐ�ĞŵƉůŽǇĞĞƐ͕�ĂŶĚ�ĐŽŶĚƵĐƟŶŐ�
ŵŽĐŬ�ŝŶƐƉĞĐƟŽŶƐ͘�WĂƌƟĐŝƉĂŶƚƐ�ǁŝůů�ƌŽůĞͲƉůĂǇ�
ďĞŝŶŐ�ĂƵĚŝƚŽƌƐ�Žƌ�ŝŶĚƵƐƚƌǇ�ĞŵƉůŽǇĞĞƐ�ďĞŝŶŐ�
ƐƵďũĞĐƚĞĚ�ƚŽ�ĂŶ�ĂƵĚŝƚ͘

IMPROMPTU PRESENTING
�ĂƚĞ͗�June 11 (8:00 a.m.-12:00 p.m.)
KǀĞƌǀŝĞǁ͗��zŽƵ�ŚĂǀĞ�ůĞƐƐ�ƚŚĂŶ�ϴ�ŚŽƵƌƐ�ƚŽ�ƉƵůů�
ƚŽŐĞƚŚĞƌ�Ă�ůĂƐƚ�ŵŝŶƵƚĞ�ƉƌĞƐĞŶƚĂƟŽŶ�ƚŽ�ƵƉƉĞƌ�
ůĞǀĞů�ŵĂŶĂŐĞŵĞŶƚ͘�DĂŬŝŶŐ�ǇŽƵƌ�ĂƌŐƵŵĞŶƚ�
ĐůĞĂƌ͕ �ĐŽŶĐŝƐĞ͕�ĂŶĚ�ĐŽŚĞƌĞŶƚ�ŝƐ�ĐƌŝƟĐĂů͘�dŽƉŝĐƐ�
ĐŽǀĞƌĞĚ�ŝŶĐůƵĚĞ͗�ǇŽƵƌ�ƉƌĞƐĞŶƚĂƟŽŶ�ŐŽĂů͕�ŚŽǁ�
ǇŽƵ�ĚĞĐŝĚĞ�ǁŚĂƚ�ŝŶĨŽƌŵĂƟŽŶ�ƚŽ�ƉƌĞƐĞŶƚ�ĂŶĚ�
ŝƚƐ�ƉƌŝŽƌŝƟǌĂƟŽŶ͕�ƉƌŽĮůŝŶŐ�ǇŽƵƌ�ĂƵĚŝĞŶĐĞ͕�
ƉƌĞƉĂƌŝŶŐ�ĨŽƌ�YΘ��ĂŶĚ�ĚĞĐŝĚŝŶŐ�ǁŚĂƚ�ǀŝƐƵĂůƐ�
ĂƌĞ�ŶĞĞĚĞĚ͕�ŝĨ�ĂŶǇ͘

MICROSOFT WEARABLES AND AZURE IN 
HEALTHCARE
Chad Layman, CEO and President, Marquam 
'ƌŽƵƉ�ĂŶĚ��Žď�,ĞƐƚĂŶĚ͕�^ĞŶŝŽƌ��ŝƌĞĐƚŽƌ͕ �
Marquam Group
�ĂƚĞ͗�June 11 (1:00 p.m.-5:00 p.m.)
KǀĞƌǀŝĞǁ͗�/ŵĂŐŝŶĞ�ůŝǀŝŶŐ�ŝŶ�Ă�ƐŽĐŝĞƚǇ�ǁŚĞƌĞ�
ŵŽƐƚ�ƉĞŽƉůĞ�ĐĂƌƌǇ�Ă�ĚĞǀŝĐĞ�ŽŶ�ƚŚĞŵ�ƚŚĂƚ�
ĐŽŶƐƚĂŶƚůǇ�ƚƌĂĐŬƐ�ďŝŽŵĞƚƌŝĐ�ĂŶĚ�ŚĞĂůƚŚ�ĚĂƚĂ͗�
ŚŽǁ�ǁŽƵůĚ�ǇŽƵ�ƵƐĞ�ƚŚŝƐ�ƚĞĐŚŶŽůŽŐǇ͕ �ĂŶĚ�ǁŚĂƚ�
/d�ŝŶĨƌĂƐƚƌƵĐƚƵƌĞ�ŝƐ�ŶĞĐĞƐƐĂƌǇ�ƚŽ�ƐƵƉƉŽƌƚ�ŝƚ͍�
DŝĐƌŽƐŽŌ�ŚĂƐ�ƉŽƐŝƟŽŶĞĚ�ŝƚƐĞůĨ�ĨŽƌ�ƚŚŝƐ�ƌĞĂůŝƚǇ�
ďǇ�ŝŶǀĞƐƟŶŐ�ŝŶ�ǁĞĂƌĂďůĞ�ĚĞǀŝĐĞƐ�ƐƵĐŚ�ĂƐ�ƚŚĞ�
DŝĐƌŽƐŽŌ��ĂŶĚ͕�ĐƌĞĂƟŶŐ�,ĞĂůƚŚsĂƵůƚ�ƚŽ�ƐƚŽƌĞ�
ƚŚŝƐ�ƐĞŶƐŝƟǀĞ�ŝŶĨŽƌŵĂƟŽŶ�ŽŶ�ƚŚĞ��ůŽƵĚ͕�ĂŶĚ�

ŵĂŬŝŶŐ��ǌƵƌĞ�ĂƐ�ƚŚĞ�ƉůĂƞŽƌŵ�ĂďůĞ�ƚŽ�ƉƌŽĐĞƐƐ�
ƚŚŝƐ��ŝŐ��ĂƚĂ�ŝŶƚŽ�ŵĞĂŶŝŶŐĨƵů�ŝŶĨŽƌŵĂƟŽŶ͘�/Ŷ�
ƚŚŝƐ�ŚĂůĨͲĚĂǇ�ƉƌĞƐĞŶƚĂƟŽŶ�DĂƌƋƵĂŵ�'ƌŽƵƉ�
ǁŝůů�ĚŝƐĐƵƐƐ�ƚŚĞ�ƚĞĐŚŶŝĐĂů�ĐĂƉĂďŝůŝƟĞƐ�ĂŶĚ�
ƐŽŌǁĂƌĞ�ĚĞǀĞůŽƉŵĞŶƚ�ĐŽŶƐŝĚĞƌĂƟŽŶƐ�ŽĨ�ƚŚĞƐĞ�
ƚĞĐŚŶŽůŽŐŝĞƐ�ĂŶĚ�ĨŽĐƵƐ�ŽŶ�ŚŽǁ�ǁĞĂƌĂďůĞƐ�
ĐŽŵďŝŶĞĚ�ǁŝƚŚ��ǌƵƌĞ�ĨĂĐŝůŝƚĂƚĞ�ƚŚŝƐ�ǀŝƐŝŽŶ͘�
�ƩĞŶĚĞĞƐ�ǁŝůů�ƵŶĚĞƌƐƚĂŶĚ�ƚŚĞ�ƐƉĞĐƚƌƵŵ�ŽĨ�
�ǌƵƌĞ Ɛ͛�ŽīĞƌŝŶŐƐ�ĂŶĚ�DŝĐƌŽƐŽŌ Ɛ͛�ŝŵƉĂĐƚ�ŽŶ�
ƚŚĞ�ŚĞĂůƚŚĐĂƌĞ�ŝŶĚƵƐƚƌǇ͘

MINI SYMPOSIUM- BIG DATA IN 
BIOMEDICINE: TOOLS, TECHNIQUES AND 
TRENDS
�ĂƚĞ͗�dǁŽ�ŚĂůĨͲĚĂǇƐ
KǀĞƌǀŝĞǁ͗�dŚĞ�ĂĚǀĂŶĐĞ�ŽĨ�ƚƌĂŶƐĨŽƌŵĂƟǀĞ�
ƚĞĐŚŶŽůŽŐŝĞƐ�ŝŶ�ďŝŽŵĞĚŝĐĂů�ƌĞƐĞĂƌĐŚ�ĂŶĚ�
ŚĞĂůƚŚĐĂƌĞ�ŚĂƐ�ůĞĚ�ƚŽ�ƚŚĞ�ŐĞŶĞƌĂƟŽŶ�ŽĨ�ďŝŐ�
ĚĂƚĂ�ƚŚĂƚ�ǁŝůů�ŚĞůƉ�ƌĞǀŽůƵƟŽŶŝǌĞ�ƚŚĞƐĞ�ƐĞĐƚŽƌƐ͘�
,ŽǁĞǀĞƌ͕ �ƚŚĞ�ĞŶŽƌŵŝƚǇ�ĂŶĚ�ĐŽŵƉůĞǆŝƚǇ�ŽĨ�ďŝŐ�
ĚĂƚĂ�ƉƌĞƐĞŶƚƐ�ŐƌĞĂƚ�ĐŚĂůůĞŶŐĞƐ�ŝŶ�ĂŶĂůǇƐĞƐ�
ĂŶĚ�ƐƵďƐĞƋƵĞŶƚ�ĂƉƉůŝĐĂƟŽŶƐ�ƚŽ�ďŝŽŵĞĚŝĐŝŶĞ͘�
dŚŝƐ�ϮͲĚĂǇ�ŵŝŶŝͲƐǇŵƉŽƐŝƵŵ�ďƌŝŶŐƐ�ƚŽŐĞƚŚĞƌ�
ĞǆƉĞƌƚƐ�ǁŚŽ�ǁŝůů�ƉƌĞƐĞŶƚ�ƐƚĂƚĞͲŽĨͲĂƌƚ�ƚŽŽůƐ�
ĂŶĚ�ƚĞĐŚŶŝƋƵĞƐ�ƚŚĂƚ�ĂƌĞ�ďĞŝŶŐ�ĚĞǀĞůŽƉĞĚ�ĂŶĚ�
ĚĞƉůŽǇĞĚ�ƚŽ�ĚĞĂů�ǁŝƚŚ�ĐŚĂůůĞŶŐĞƐ�ŝŶ�ŵĂŶĂŐŝŶŐ�
ĂŶĚ�ĂŶĂůǇǌŝŶŐ�ďŝŐ�ĚĂƚĂ͘

CAREER DEVELOPMENT WORKSHOPS
�ĂƚĞ͗�dǁŽ�ĚĂǇƐ
KǀĞƌǀŝĞǁ͗�'ĂŝŶ�ƚŚĞ�ŬŶŽǁůĞĚŐĞ�ĂŶĚ�ƚŽŽůƐ�ƚŽ�
ďĞ�ĐŽŵƉĞƟƟǀĞ�ŝŶ�ƚŽĚĂǇ Ɛ͛�ũŽď�ŵĂƌŬĞƚ͘��KƵƌ�
ĞǆƉĞƌŝĞŶĐĞĚ�ƉƌŽĨĞƐƐŝŽŶĂů�ƉĂƌƚŶĞƌƐ�ǁŝůů�ǁĂůŬ�
ǇŽƵ�ƚŚƌŽƵŐŚ�ƚŚĞ�ƉƌŽĐĞƐƐ�ŽĨ�ĐƌĞĂƟŶŐ�Ă�ƉĞƌƐŽŶĂů�
ďƌĂŶĚ�ƚŚĂƚ�ŐĞƚƐ�ǇŽƵ�ŶŽƟĐĞĚ͘�zŽƵ�ǁŝůů�ŐĞƚ�ƟƉƐ�
ŽŶ�ĐƌĞĂƟŶŐ�Ă�ƉĞƌƐŽŶĂůŝǌĞĚ�ĐŽǀĞƌ�ůĞƩĞƌ͕ �Ă�
ƌĞƐƵŵĞ�ƚŚĂƚ�ŐĞƚƐ�ƌĞĂĚ͕�ƟƉƐ�ŽĨ�ŵĂŬŝŶŐ�Ă�ůĂƐƟŶŐ�
ĮƌƐƚ�ŝŵƉƌĞƐƐŝŽŶ͕�ĂŶĚ�ĞƐƐĞŶƟĂů�ŝŶƚĞƌǀŝĞǁ�ƐŬŝůůƐ�
ƚŽ�ŚĞůƉ�ǇŽƵ�ůĂŶĚ�ƚŚĂƚ�ĚƌĞĂŵ�ũŽď͘�hƐĞ�ǁŚĂƚ�ǇŽƵ�
ůĞĂƌŶ�Ăƚ�ƚŚĞ�ǁŽƌŬƐŚŽƉ�ƚŽ�͞ǁŽǁ͟�ƌĞĐƌƵŝƚĞƌƐ͊

Behind BioCatalyst Cloud Computing 

BIOCATALYST CLOUD COMPUTING ORGANIZING 
COMMITTEE:

>ŝƐĂ�>ƵŬĂĞƐŬŽ, Project Manager
:ĂŵĞƐ��ĞĞĚǇ
zŽĂŶŶĞ��ůŽǀŝƐ
�ŶĚǇ��ŽƚǇ
DĂŚŵŽƵĚ��ůǌĞŝŶ
hĐŚĞŶŶĂ��ŵĞĐŚĞďĞ
<ŚŽĂ�dƌĂŶ


