BIOPHARMAY,$)INSTITUTE

EXCELLENCE IN TRAINING FOR BIOPHARMA PROFESSIONALS




About the BioPharma Institute

v A Division of GeneTree, Inc., founded in 1997

v" GeneTree has multiple divisions providing customer-oriented service to
professionals in the pharmaceutical and healthcare industries

v The BioPharma Institute launched in 2003 for training individuals in
the highly-regulated biopharmaceutical industry
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About our training programs:

v Online training offers high-quality voiceovers, illustrations and progress
checks throughout the modules

v" Individual courses provide certificates of completion
v" Comprehensive training curricula may lead to Professional Certification
v" Certificates immediately available upon course completion

v" Training records maintained indefinitely
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Easy enrollment offering immediate access...

Check out using the

(eSalect major subject of interest ) online shopping cart e Email sent immediately
or search site with keywords , to student, including
s:;gr;'ug?tijiilnres:fcrjh' dive * Use any major credit instructions for

£ SRe , card for payment accessing the course
* Choose course(s) selecting the , _
‘Enroll Now’ button e Add student’s name and * Receipt sent to
email address purchaser

Select the course(s) )
or curriculum

Start training




Step #1.:
Select from our diverse collection of courses

Select the course category of

interest:
/, of 2 N * Good Manufacturing Practice
4 - - — -
GOOD CLINICAL GOOD MANUFACTURING GOOD LABORATORY * GMP Employee Training
PRACTICES (GCP) PRACTICES (GMP PRACTICES (GLP) )
: o 2 * Good Laboratory Practice
,l i R (U DRRRS . :
_ N o * Validation for BioPharma

e Good Clinical Practice

* Pharmacovigilance

* Regulatory Affairs

* Medical Devices

* IT/IS for BioPharma

e 21 CFR Part 11

e 21 CFR Part 211 0 \

« 21 CFR Part 820 YWY
INSTITUTE

BIOPHARMA




Step #2:

Select course(s)
Choose your course from the list and click ‘Add to Cart’

Professional Certification P

Clri?'nif::T?r"i‘:ls hja;a?e:::mrsrgc:?er:sinnalCertiﬁr:ation Program m\ ComprehenS[Ve Tralnlng Programs
Course |D: GCP0OO0AT

E:.;(ran:N?;rigg include a curriculum ofsevera/

courses leading to a Professional
Professional Certification Program m DeSIgnatlon Certlflcatlon

Good Clinical Practice Professional Certification Program
Course ID: GCP0O0AZ

PRICE: $1120 o o
Learn More... J Ind/VIdual COUI’SE‘S /ead tO G

GCP: ICH Good Clinical Practice (ICH-GCP), An Abridged Course WA
Course ID: GCPOO

PRICE: SO
Learn More...

GCP: ICH Good Clinical Practice (ICH-GCP) m
Course |D: GCPOOT

PRICE: 5195
Learn More...

certificate of completion

BIOPHARMA
GCP: Clinical Trial Preparation and Design m ‘.‘ \. ,
Course |D: GCP0OO02 g

.. r4
- -
PRICE: $195 o
Learn More... S -




Step #3:

Access training course(s)
Login at BioPharmalnstitute.com homepage

STUDENT INFORMATION:
John Balestrini

A username (student’s email
address) and password with
instructions are immediately
emailed to student after ordering.

Username:
Password: Pr3Wbqj

Login at BioPharmalnstitute.com
homepage

Wide-range of Training Programs
in GLP and Validation
for the Laboratory Professional

ENROLL INTO A FREE TRIAL COURSE, TODAY!

Providing Pharmaceutical & Clinical Professionals with High Quality Training, Literature, and Certification Pr
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mailto:JBalestrini@xmail.com

Step

Welcome to the Learning Management System (LMS

’4:

Once logged in, you can access all your courses

BIOPHARMAY, & *INSTITUTE
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“fou are logged in s BioPharma Institul

Englis

Site Administration

* Notifications
Users
Courses
Grades
Location
Language
Modules
Security
Appearance
Front Page
Server
Netwaorking
Reports
Miscellaneous

noooocoooooooD

Main Menu

@] STUDENT SATISFACTI
SURVEY

@) BioPharma Website

@] Course Catalog

@ Clinical Research Coursd

@) Regulatory Affairs Cours

¥ Drug Manufacturing Cou

@ Good Laboratory Practic
Courses

@] Drug Safety /
Pharmacovigilance Courg

@] Validation Courses

@ IT/1S for BioPharma Cou

FDA Alerts
Add/Edit Feeds

FDA Trial Data Standards Plan Ha
BLA Implications

[=] | Welcome to BioPharma Institute's Learning Management System (LMS), your access to online training courses and seminars for biotechnology and pharmaceutical professionals.

NOTE: Your web browser's 'pop-up blocker' settings may prohibit the launch of some courses and/or access to your certificate of completion. Turn 'OFF" popup blocker or depress the 'control key' when laung
courses require a 80% or greater score on the final assessment before the certificate of completion can be accessed. If you have any questions please email support@biopharmainstitute.com

Avail

GMPO: Documentation and Record Keeping (an Abridged Course)
Administrator: BioPharma Institute

GMP01: Good Manufacturing Practices, Overview
Administrator: BioPharma Institute

GMP02: GMP for the Warehouse

Administrator: BioPharma Institute

GMP03: Microbiology in the Workplace

Administrator: BioPharma Institute

GMPO04: Cleaning and Sanitation

Administrator: BioPharma Institute

GMP05: Documentation and Record Keeping

Administrator: BioPharma Institute

25

GMP06: Contamination Control
] Administrator: BioPharma Institute
2s

GMPOT: Production Controls

&=l Administrator: BioPharma Institute

GMP08: Packaging Controls

Administrator: BioPharma Institute

SI Units May Become Standard for
Warketing Applications

Eye Treatment

Third Time's the Charm? Not For Alim®&ga'

Expert: Avoid Costly Queries By Propery

GMP09: Quality Assurance and Quality Control
Administrator: BioPharma Institute

A list of your enrolled courses are

The role of documentation in providing a history of manufacturing fgg a Ccessib /e fro m th e L MS h Om ep ag e

Documentation and Record Keeping, course

after you login.

Good Manufacturing Practices: Overview.

Add/Edit Feeds
Sugarcane extract may relieve si
induced insomnia

Reducing inflammation without lo|
cholesterol cuts risk of cardiovasg
GMP: An igyg#tuction to contrel and management of manufacturing and quality control testing of pharmaceutical products | events

Microbjpf®y in the Warkplace

GMP: An intreduction to conigg#®nd management of manufacturing and quality control testing of pharmaceutical products
from the prospective of thgs®

Multiple sclerosis- Are e close I
Osteaporosis: Potential nev: drug
uncover

Participants are given a thorough understanding of the importance of cleaning and sanitizing procedures and their ;’;“hr“;;:g"e’gy Coski belan=tivng
responsibilities, and why these are important parts of their (and not cleaners’) jobs.

The role of documentation in providing a history of manufacturing from supplier to customer. The requirements of
Standard Operating Procedures (SOPs), Batch Processing Records, Quality Control Records and Logs are discussed
and developed

Addresses the GMP requirements for contamination control. Participants are encouraged to examine their own work
practices to identify potential physical and chemical sources of contamination. Methods for preventing contamination are
developed.

Builds on the Contamination Control medule. Controls for starting I P
to take when confronted with non-conforming materials, products and processes

ing and p ing, and what actions.

The GMP requirements for the control of packaging materials and operations. Participants explore why labelling problams
are still one of the most common causes of product recall

An introduction to contrel and management of manufacturing and quality control testing of pharmaceutical products.
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Step #5:

N avigate the course Page
Access to training, assessment and certificate of completion

BIOPHARMAY,§,INSTITUTE

HOME =~ GMP04

Administration =l Topic outline
& Tum editing on Access to course
isettlings | ST e oI o iaiion
sign roles < W GMP: Cleaning and Sanitation (GiFU4) .
B e Access to final assessment

e
4 Restore 0/ 5
S | 2 [=] Certcate of Completion __—>— Access to certificate of completion

« Reset

|~ Reports

73 Questions
Files
Profile

Clinical Trial Alerts [zl

Add/Edit Feeds
Sugarcane extract may relieve stress-
induced insomnia

Reducing inflammation without lowering
cholesterol cuts risk of cardiovascular
events

Multiple sclerosis: Are we close to a cure? BIOPHARMA

Osieopoarosis: Potential new drug target
uncovered

Peanut allergy could be cured with

probictics - () () -
‘J&ML’
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Step #6:
Navigate the course

Courses include voiceovers and easy navigation

BIOPHARMA :ggee;\:-INSTITUTE Infroduction to Documentation and Records Keeping, an Abridged Course
— =

Yatroduction

Easy menu bar navigation

GME =S5
v : GMP compliant documents
documenfaﬁon A compliant documentation system should:

Volume control for voiceovers

What do you think?
GMP solution
‘ﬁeed for documentation

FDA
@ have written procedures that are well-defined, ypa ccd and deployed

- ; ol
@ prevent misinterpretation gpaE==Tor vidance

Scroll to rewind and /or forward
through course module.

Emp compliant
documents

Documentation & records
Document control

@ be ugsefGuous

@ have accurate records that provide evidence of performance

@ allow calculations to be checked
GMP rules for control

Intfroducing a standard
procedure

Review

@ allow tracing of a batch history, in some
situations, over months or years

Batch records must be stored safely, and

Contact us must be able to be retrieved when nece

~ossary/Resources

N———
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Step #7/:

Navigate to final assessment
Includes multiple choice and true/false guestions

2 Navigate through all questions
BIOPHARMAY, )/ INSTITUTE

HOME  GMP04 = Quizzes  Final Assessment: GMP: Cleaning and Sanitation ~ Attempt 1

Final assessment includes both
multiple choice and true/false
questions. One question is
Preview Final Assessment: GMP: Cleaning and Sanitation presented on a Single page.

Page: 12345678910 11 12 13 14 15 16 17 20 2122 23 24

& following provides the best indication of potential microbial contaminatf@e&groduct?

[ Info | Results | Preview |

Options to save without
submitting, or saving and submit.

a. equipment cleaning logs and status cards .

b. microbiological test ecords The final assessment can be taken

c. air conditioning pressure records as many tlmes as necessary tO

pass during the access period

<|Savewithoutsub = (USUG//y 90 deS)

Page: 12345678910 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26

14

Marks: 1
Choose one answer.

d. QC analytical test records

BIOPHARMA
{(iy Moodle Docs for this page ) \
You are logged in as BioPharma Institute (Logout) “" .\:
GMP04_| ““_i v/ l...’
-5 -




Step #8:

Certificate of Completion
;/'x( .;»‘ " ' Includes student’s name.

Name of course completed with
date of completion.

CERTIFICATE OF COMPLETION

This document is to certify that

Number of credit hours achieved
including unique validation code

\ AZSAA,
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Corporate Account Training Manager Portal
Real-time access to training records

E
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JOHName user@bio N, oo D iddad

| |
firstname usernamg fullname lastig

JOHName user@biophNom PRADDZ: Orphan Dedg App 208.93.249.82

JOHName UEEr@biuph.Am ESRO1: Ele
JOHMame uﬁer@biuph.cu\w

EGMPSER

fnic Signatu 160.62.4.10
: Proper Docun 160.62.4.10

JOHName L,ISEI’@biGF:Ih.CDn\VALﬂ fvalidation - Princi 160.62.4.10

JOHMName user@bioph.comWALOS
JOHName user@bioph.com
JOHMName user@bioph.com §

JOHName user@bioph.com §LPO1: Introduction to Q(69.123.204.14

PO1:

s Validation: Compi 160.62.4.10
¥L10: Validation: Comp1 160.62.4.10

Good Manufactu 69.123.204.14

JOHMame user@bioph.com §MPO7: Production Contr 97.112.11.245

JOHName user@bioph.com A.
JOHMame uﬁer@biuph.cunlﬁ
JOHName USEI’@biGph.CDll
JOHMame uﬁer@biuph.clm ESROD

POa:

PO1:

JOHName UEEr@biuphlum GMPO4:

JOHMame uﬁer@WWm GNMPOS5:
JOHName user@pfph.com GMPO6:

1

k

bioph.com GMPOT:

e T el B L, T

Packaging Contrc 97.112.11.245
Good Manufactu 173.56.119.34

ESFRL: Electronic Signatu 64.30.86.145

lectronic Signatu 24.218.189.46
aning and 5an 97.112.13.126
Docxgentation ¢ 97.112.13.126
ion C97.112.13.126
Production Con

[ | H ~ N e B I e W s B )

Contamirms

BioPharmaFinalAssessmentReport *

Student’s name and email address

: Essentials fo

100 Final Assessment: M Course names and scores on final 1796

92.59 Final Assessment: assessments and sections viewed 45:21
90.48 Final Assessment: Proper DocON 4 5:31

96.67 Final Assessment: Validation: Prifgiple 3/5/2014 10:03 8/5/2014 2:49 8/4/2014 5:31
86.21 Final Assessment: VALDS - Validz&iaks : ~B L0 A 53]
84.62 Final Assessment: VALLD - Valig Date OffirSt access and comp/etion 4 5:31]
89.66 Final Assessment, Good Manuf3 2 9:5(
89.29 Final Assessment: GLP: Introductionto| 9/27/2012 13:48 4M6/2013 18:52  9/27/2012 9:5C
£2.93 GMPOT: Production Controls - Final Ass 8/6/2013 21:31 11/31/2014 11:08 2/6/2013 18:14
80.56 GMPOS: Packaging Controls - Final Assgl 11/21/20 1434 /21720 i 2/6/2013 158:14
16/2015 14:23 3/16/2015 14:27 316/ 8:11

96.55 Final Assessment, Good Manufacturi
85.19 Final Assessment: Electronic Signat 3/6/2012 9:54 9/20/2012 10:52 3/6/2012 9NG
81.48 Final Assessment: Electronic Sig re 11/26/2012 19:02 8/12/20139:32 11/26/2012 16:0

90 Final Assessment: GMP: Cleanifig and& a/5/2010 13:21 12/10/2014 11:34  12/9/2014 15:
100 Final Assessment: GMP: Defumentatio N\N&/31/2011 15:20 12/10/2014 11:34 12/9/20945:32

Control - Final . 9/1372% 56 12/10/201: BIOPHARMA 4 15:32
ion Controls - Final Ass  7/18/2013 15:46 12/10/201: ' 415:33

:
e el W T T2 =P z H . i .. = _. m “"é.‘: PR R T
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TRY ONE OF OUR
FREE COURSES >>

Thank you!

VISIT BIOPHARMAINSTITUTE.COM FOR MORE INFORMATION AND TO
DEMO OUR ONLINE TRAINING PROGRAMS
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http://www.biopharmainstitute.com/

