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Rocky Mountain Regulatory Affairs Society

OCTOBER 2011 MEETING
Wednesday, October 19, 2011

[This presentation is intended for the following audience:
Industries: All FDA-regulated industries

B Experience level: Intermediate

Expected knowledge/experience: Everyone should have a basic understanding of supplier evaluation
and material control regulations that apply to their industries.]

3:00 pm - 4:00 pm  Registration and Networking

4:00 pm — 5:00 pm Mitigating Risk in the Supply Chain Based on Regulatory Requirements

Rocky Mountain RAS is very pleased to present Dan Mahaffey, Supplier Quality Engineer, AlloSource, as our October 2011
speaker.

The presentation will cover:
® Overview of risk management
Purpose and goals of different regulations
Risk analysis process
Application of risk analysis process to the supply chain
Supply risks to consider
Developing evaluation tools based on risk
Risk mitigation in supplier selection, evaluation and control
Case study- Tissue banking

Speaker Bio:

Dan Mahaffey has been an active 18t ond gng 3rd party auditor for the past 10 years working in a variety of industries as an internal
auditor, supplier auditor as well as for an ISO registrar. After finishing degrees in International Business and Russian Language, Dan began
working as an ISO auditor and quality systems consultant.

After working for 3 years as an active 3rd party registrar auditor and consultant in a variety of fields, Dan began work with Boston Scientific
as the Lead Quality Systems Auditor for their Neuro-modulation and Auditory divisions located in Sylmar and Valencia, California. Upon
leaving Boston Scientific, Dan worked for a dental implant company as the Senior Quality Auditor and Corrective Action Manager
overseeing all internal and supplier audits as well as the corrective action program.

Currently Dan is employed by AlloSource, a not-for-profit tissue processor, as the Supplier Quality Engineer overseeing control of the
supply chain. Dan is currently finishing a Masters at Ashford University in Supply Chain Management to be completed in spring 2012.

Please RSVP to programs@rmras.org




Location:

Front Range Community College
College Hill Library, L-107*

Westminster, Colorado
[*Please note this is not the room we usually meet in at Front Range — see directions below]

Directions from Denver

Take I-25 to Hwy 36 toward Boulder

Take Hwy 36 to Sheridan Blvd, exit north

Stay on Sheridan to 112th Avenue, turn east

Go %2 mile and Front Range Community College will be on your left
Turn left into the first street and go to the lower parking lot.

Enter the library and Room 107 is the first room on the right.

[For further directions, call 303-404-5539]

Directions from Boulder

South on Highway 36 to 104th Avenue (Church Ranch Blvd) exit
East on 104th Avenue one mile to Sheridan Blvd

North on Sheridan Blvd to 112th Avenue

East on 112th Avenue, go .5 mile — Front Range will be on your left.
Turn left into the first street and go to the lower parking lot.

Enter the library, and Room 107 is the first room on the right.

[For further directions, call 303-404-5539]




