CBER 2012 Schedule of Courses

Please note: It is the employee’s responsibility to ensure that supervisory approval has been granted
prior to registering for training.

CBER 2012 Schedule of Courses

October 3-4: Practical Grammar Review
Time: 8:30 a.m.-3:30 p.m. (Day 1)
8:30 a.m. — 12:00 p.m. (Day 2)
Instructor: Judith Graham, Graham Consulting
Location: White Oak Campus
10903 New Hampshire Avenue, Building 32, Room1243
Point of Contact: Britt Lee
LMS Offering ID: 00040581

3-5: The Effective Facilitator-Streamlined
Time: 8:30 a.m. 5:00 p.m.
Instructor: Richard Smith, Leadership Strategies
Location: Fishers Lane Building
5630 Fishers Lane, Room 1066
Point of Contact: Troy Muhammad
LMS Offering ID: 00047215

4: CBER OCBQ Manufacturing Technology Seminar Series: Basic
Extractables/Leachables Testing
Time: 9:00 a.m. — 11:00 a.m.
Speakers: Laura Okhio-Seaman, Director of Validation Services, North
America, Sartorius Stedim Biotech
Denisa Bestwick, COO, Validation Resources
Location: Woodmont Office Complex | Conference Room |
1401 Rockville Pike
VTC @ Nicolson Lane Research Center, Conference Room 201
5516 Nicholson Lane
Also via Adobe Connect
Point of Contact: Manen Bishop
LMS Offering ID (WOC I): 00049898
LMS Offering ID (NLRC 201): 00049899
LMS Offering ID (Adobe Connect): 00049900

9: MS Office 2010 Excel Fundamentals
Time: 9:00 a.m. — 4:00 p.m.
Instructors: OfficePro, Inc.
Location: Rockwall I (RKWL 1),



10-11:

11:

11-12:

15-17:

15-17

11400 Rockville Pike, Room 6125
Rockville, MD 20852

Point of Contact: Matt Morrison
LMS Offering ID: 00049315

Introduction to Risk Assessment for Biologics
Time: 8:30 a.m. — 4:30 p.m.
Instructors: Richard Forshee and Mark Walderhaug
Location: Fishers Lane Building
5630 Fishers Lane, Room 1066
Point of Contact: Monica Kapoor
LMS Offering ID: 00040527

Publication Clearance Training
Time: 9:00 a.m. — 11:00 a.m.
Instructors: Dano Murphy
Location: NIH29B Conference Room A/B,
29 Lincoln Dr, Bethesda, MD 20892
Point of Contact: Manen Bishop
LMS Offering ID for NIH 29B: 00050278
LMS Offering ID for Adobe Connect: 00050279

Design of Experiments (DoE) Basics for Validation by Design
Time: 8:30 a.m. — 5:00 p.m.
Instructor: Jason J. Orloff, Ch.E. Statistician, PharmStat
Location: Woodmont Office Complex Il (WOCII)
1451 Rockville Pike, Room 3101/3103
Point of Contact: Chris Nguyen
LMS Offering ID: 00048415

CBER Biologics Law
Time: 8:30 a.m. — 4:30 p.m.
Instructor: Robert M. Spiller, Jr.
Location: White Oak Campus
10903 New Hampshire Ave., Bldg. 2, Room 2045
Point of Contact: Beth Horton and Troy Muhammad
LMS Offering ID: 00040586

Regulatory Project Management Principles
Time: 8:30 a.m. — 4:30 p.m.
Instructors: Management Concepts, Inc.
Location: Fishers Lane Building,
5630 Fishers Lane, Room 1066
Rockville, MD 20852
Point of Contact: Matt Morrison
LMS Offering ID: 00049267



17: Scientific Writing for Publication
Time: 8:30 a.m. — 4:30p.m.
Instructor: Maggie Meitzler
Location: White Oak Campus
10903 New Hampshire Avenue, Bldg. 2, Room 2058
Point of Contact: Colette Moore
LMS Offering ID: 00040492

22: Biostatistics for Non-Statisticians (4 day class offered for 4 consecutive weeks:
Oct 22, Oct 29, Nov 5, and Nov 13)
Time: 8:30 a.m. — 12:30 p.m (each session)
Instructors: CBER Staff
Location: Fishers Lane
5630 Fishers Lane, Room 1066
Point of Contact: Tasha Johnson
LMS Offering ID: 00041793

23-24: Mid Career Planning for FERS Employees
Time: 9:00 a.m. — 4:00 p.m.
Instructors: James Marshall and David McKinney, CFP, National Institute
of Transition Planning, Inc.
Location: Fishers Lane
5630 Fishers Lane, Room 1066
Point of Contact: Britt Lee
LMS Offering ID: 00048724

23-24: Business Objects Web Intelligence X1 3.0/3.1 Report Design
Time: 8:30 a.m. — 4:30 p.m.
Instructors: SAP America, Inc.
Location: Rockwall I (RKWL 1)
11400 Rockville Pike, Room 6125
Point of Contact: Matt Morrison
LMS Offering ID: 00049455

25: Group Decision Making Skills for CBER Staff
Time: 8:30 a.m. — 4:00 p.m.
Instructor: Sally Daniels, Professional Resources, Inc.
Location: Woodmont Office Complex Il (WOC 2)
1451 Rockville Pike, Conference Room 3101/3103
Point of Contact: Michelle Cooper
LMS Offering ID: 00040236

30-31: Leading and Managing High Performing Project Teams
Time: 8:30 a.m. — 4:30 p.m.
Instructors: Management Concepts, Inc.
Location: Fishers Lane Building,
5630 Fishers Lane, Room 1066



Point of Contact: Matt Morrison
LMS Offering ID: 00049272

November 6-7: Introduction to Risk Management for Biologics
Time: 8:30 a.m. — 4:30 p.m.
Instructors: Richard Forshee and Mark Walderhaug
Location: Fishers Lane Building
5630 Fishers Lane, Room 1066
Point of Contact: Shawn Derrington
LMS Offering ID: 00040583

15-16: Design of Experiments (DoE) Basics for Validation by Design
Time: 8:30 a.m. — 5:00 p.m.
Instructor: Jason J. Orloff, Ch.E. Statistician, PharmStat
Location: Fishers Lane Building
5630 Fishers Lane, Room 1066
Point of Contact: Chris Nguyen
LMS Offering ID: 00048416

20: MS Office 2010 Excel Intermediate
Time: 9:00 a.m. — 4:00 p.m.
Instructors: OfficePro, Inc.
Location: Rockwall I (RKWL 1),
11400 Rockville Pike, Room 6125
Point of Contact: Matt Morrison
LMS Offering ID: 00049336

27-28: Business Objects Web Intelligence X1 3.0/3.1 Report Design
Time: 8:30 a.m. — 4:30 p.m.
Instructors: SAP America, Inc.
Location: Rockwall I (RKWL 1)
11400 Rockville Pike, Room 6125
Point of Contact: Matt Morrison
LMS Offering ID: 00049456

December  3: Basic JReview Session 1: Introduction to JReview
Time: 8:30 a.m. — 11:00 a.m.
Instructors: David Wanyoike, Integrated Clinical Systems, Inc.
Location: Rockwall I (RKWL 1),
11400 Rockville Pike, Room 6125
Point of Contact: Tasha Johnson
LMS Offering 1D: 00050399



10-11:

11-13:

Basic JReview Session 2: Patient Review with JReview (Using Graphical
Patient Profiles)

Time: 12:30 p.m. — 3:00 p.m.

Instructors: David Wanyoike, Integrated Clinical Systems, Inc.
Location: Rockwall I (RKWL 1),

11400 Rockville Pike, Room 6125

Rockville, MD 20852

Point of Contact: Tasha Johnson

LMS Offering ID: 00050400

Basic JReview Session 3: Cross Tabulations and Laboratory Shift Tables

Time: 8:30 a.m. — 12:00 p.m.

Instructors: David Wanyoike, Integrated Clinical Systems, Inc.
Location: Rockwall I (RKWL 1),

11400 Rockville Pike, Room 6125

Point of Contact: Tasha Johnson

LMS Offering ID: 00050404

Basic JReview Session 4: Conducting Risk Assessments with JReview

Time: 1:00 p.m. — 3:30 p.m.

Instructors: David Wanyoike, Integrated Clinical Systems, Inc.
Location: Rockwall I (RKWL 1),

11400 Rockville Pike, Room 6125

Point of Contact: Tasha Johnson

LMS Offering ID: 00050395

MS Office 2010 Outlook Fundamentals

Time: 9:00 a.m. — 4:00 p.m.
Instructors: OfficePro, Inc.
Location: Rockwall I (RKWL 1),
11400 Rockville Pike, Room 6125
Point of Contact: Matt Morrison
LMS Offering ID: 00049243

CDISC Training

Time: 8:30 a.m. — 4:30 p.m.

Instructors: TBA

Location: Woodmont Office Complex Building II (WOC II)
1451 Rockville Pike, Room 3101/3103

Point of Contact: Tasha Johnson

LMS Offering ID: 00050410

Business Objects Web Intelligence X1 3.0/3.1 Report and Advanced Design

Time: 8:30 a.m. — 4:30 p.m.
Instructors: SAP America, Inc.
Location: Rockwall I (RKWL 1),
11400 Rockville Pike, Room 6125



Point of Contact: Matt Morrison
LMS Offering ID: 00049325



