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What is Quality? Colorado State University

P Fit for use
e Free from defects

 Meets a certain predetermined quality
standard




What I1s Quality ASsurance? coradostateuniversity

Series of activities designed to assure [someone]
that the product is ‘fit for purpose’ and intended
guality standards have been met.

[Managers, researchers, regulators,
sponsors/clients, technicians, QC, consumers]
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Cat Bens
Quality Assurance Manager

Research Integrity and Compliance Review
Office (RICRO)

970.491.5445
catbens@colostate.edu
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5 Research Integrity & Compliance Review
’Ll:u:al Discovery Global Impact

STt Tl RICRO Quality Program

Mission and Contacts

Quality Assurance Services . .
Regulatory Affairs Services Q u al |t5’ P Dl ”3)"
RQP Advisory Board

At CSU we are committed to the quality of our research efforts and endeavor to meet appropriate good quality system
Regulatory Readiness Program

requirements as appropriate in all our research, clinical and manufacturing efforts

Quality Links i
Good Clinical Practices (GCP) Q ual |ty Prog ram

Good Clinical Labratory Practices
(GCLP)

Good Documentation Practices

The CSU Quality Program provides assistance to researchers in meeting federally-mandated or sponsor-specified
guality standards by supporting the development and maintenance of laboratory-specific quality systems, programs,

(GDP) education and training. The CSU Quality Program provides institutional oversight through Quality Assurance
Good Laboratory Practices (GLP) inspections and monitoring services.
Good Manufacturing Practices e o provide reliable, high quality research data or products for the federal agencies,

(GMP)
Good Scientific Practices (GSP,
Method Validation
ClinicalTrials.gov
IND/INAD Permitting
Investigator's Brochure
Use of Ccomputers in

SU Sponsors and the public.

Generally these standards have b&¢ome known as the 'GXPs' or individually a
= GCP Good Clinical Practices
GCLP Good Clinical Laboratory Practices
GDP Good Documentation Practices

= GLP Good Laboratory Practices

Examples & Template2

Protocols GMP Good Manufacturing Practices

Final Reports ) _

SOP's &% some aspect of regulatory governance and oversight, research quality

Forms ammEtony by law when the results of CSU activities affect public health by establishing the safety of

products regulated by federal agencies, such as foods, cosmetics, drugs, pesticides, toxic substances, etc. In order to
Contact Qualitv Proaram protect and assist researchers who are conducting or are planning on conducting requlated studies or activities, the



Drug Clinical Trials “f"a"“f‘?‘:t“’ing
R &D Di (including APIs
iscovery L 0L, QC Laboratories)
« Mot Regulated—» GLP GCP GMP
GCLP

Study Based Processed Based

Human and Animal Drugs

i
il

b

Animal food additives

Medical devices and
electronic products
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« Increase guality, integrity and reliability of data

 |ncrease confidence that data are of known,
documented gquality

e Access to funding otherwise not available without
meeting a known quality standards

e Support Industry needs and regulatory requirements

e Support 'bench-top to market' research and
manufacturing activities
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\Any Information that is necessary for the
reconstruction and evaluation of the
research activities or processes.

How do you know?
*Who, What, Where, When, How
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Support Vesset

Captain; _

SURFACE DATA
Alf tAparature

Clioud condiions:

Wind direciion & strengihc

Barameirk: Pressun::

TBSURFACE DATA
VIEIEIRY: L
{MEasUNEd or eE0maled)

Water Temperature
Battam Surtace:

Chismislny

Current

Direction o

Srengin:

Waves

Helght _____ Strength;
Water dept; __

Depih shark encountened:
Swimming direciion

Ermvinonmiental condRions: (resf,
plankbon, schoaling fish)

PHOTONIDED
LW Phofos Dy

VW Video by _

RERDRT DOMRLETED EREPORT
COMPLETED BY -

Mame
Cortact Inf

WHALE SHARK STUDY

DATA COLLECTION FORM

Countryflsland

Sang Tim

GRL:

Location (DescrDe surroundings - on surfacs, on bofiom, it )

Size of shark: Sex of ehark:

Notes: (Destrbe §Cars & markings. Mark any unusual pabtiem or
£Cars on the drawing eiow. ASach phota IT avallabie )

.

.“_._._._J-'

——

-

TADHKD INFORMATION

Visual ID Tag # Tagger: Diate:
Saleme Tag = Tagger: Dabe:
Ticsue Sampeay Vial e Db

Mame of shark:

BEMAVIOR OF THE SHARK
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Colorado State University

DMC-Steinway

-40
Jan 05 Jan 19 Feb 02 Feb 16
Fahrenheit = === High Alarm = = = Low Alarm e dew point
Humidity e High Alarmrh ===~~~ Low Alarm rh

From:- 22 December 2011 14:59:15 To:- 17 February 2012 11:49:15
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Data Integ rlty’? Colorado State University

« Data Integrity refers to maintaining and
assuring the accuracy and consistency of
data over its entire life cycle

o Data Inteqgrity Is the opposite of data
corruption, which is a form of data loss

Wikipedia, 28April2015




Data Life Cycle

Collected

|~

Retained

Reported

Audit Tra

Colorado State llni\-'ersily

Stored

Accessed
and
Manipulated




What is your Data Quality System?  colorado State University

 Research Plan/Protocol
* Procedures/Policies

e Training |
e Monitoring/Mentoring

* Reporting

e Data Retention/Archiving

*»Is there a Quality Culture? Is it known? Is

It documented?
my
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. Saywhatyoudo!
Do what you say!

Prove it!

 lmproveit! \




erte |t downl Colorado State University

If itisn’t
written, it
didn’t happen!
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Source Data Integrity Colorado State University

ALCOA CCC
Attributable Credible
Legible Consistent
Contemporaneous Corroborated
Original

GOOD DATA PRACTICES
Q ALCOA CcccC
C C u rate Attributable — Dated signature of those involved Credible
Legible — Understandable, in permanent ink Consistent
Contemporanecus — Recorded as generated Corroborated
Original — First time recorded, appropriately
Accuraf te — Correct and Complete with units, gtc,

DATA CORRECTION PROCEDURES

1. Single line through original data to be changes, do not cbscure original
2. Place correct data so clearly understood

3. Give reason for change

4.  Sign and date

I_ . Example: ;}34/ 3.355

CMBE 2/24/2013 wrong animal weight
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Logical integrity Colorado State University

Data Manipulation

Insert Link Insert Image Sort table by column A % in ascending % order BT s

Selected rows: mm Zombine cells ina row: QTR E R 7
Selected columns: @m Zombine cells in a column: @G RETE R 7

Selected rows: BRGE R gLy add 1 ruw{s}m

Swap rows 1% and 1% @ Mowve row 1%  before s row 1%
Swap columns A % and AW @ Mowe column A& % before s column & %

L LN



http://en.wikipedia.org/wiki/Data_retention

Logical integrity Colorado State University

A B C D -
{ | 2965112
5 | 34,3431 3
o [E554305
4 24 52406
£ |3043157
E 20941324 &3 Microsoft Excel - Newton
5 | 4043532 s Insert. Bormat. Tools Data Window Help
q | 341622 e R A s s
q 29 22429 | =$D%1 +EXF’ $D$SD)*EXP($C$SD*A5)
a i . =
10 | 42.74505 [ Ambient Temp (°C) 15.9
11 ar.1113 B
12 | 37.86457 K Mode! Temperature (°C) e R [ ey— T - Derivative (T)
13 | 3780752 5 B65.24 65.24 =$D$1+EXP($D$50)"EXP($CI50™AS)
35 130 6 53.39 62.65 3.76
14 : B c161 60.04 372
15 | 30,7895 . EEED 57.89 3.66
: 58.26 55 .54 3.60
< Ml 5560 53.58 355
5517 51.98 3.50
g 5372 50.43 3.45
B 2 49.06 3.41
B 509 47 45 3.35
s 971 46.15 331
: 48.48 45.12 3.27
B 479 44.11 3.23
BB 46.16 4311 3.19
L L. e 0 41.89 3.14
44.02 41.04 3.10
Bl 50 40.20 3.06




Weak Links? Colorado State University
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LOg |Ca| |nteg ”ty Colorado State University

Back Office Automation With Med-Scribe

PHysiclan's DicTaTIioN TRANSCRIPTIONIST

PHYSICIAN
BiLung

HIM DirecTOR

PHYSICIAN'S

E-SIGNATURE QRSICase

MANAGEMENT

Hospimal
Coome DEPARTMENT BiLLmG OFFICE

HospPimaL CENTRAL

L L.




Overall data integrity policy Colorado State University

Vo

\/g(:FY |




Challenges o R T—

« What is your source data?

 \What are the quality expectations of your
source data?

 \What system do you have to communicate
and ensure data quality and integrity
throughout the data cycle?

« How do you measure and trend your data
iIntegrity? How do you know?
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