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Food for Thought
Managing bad data is like putting lipstick on a pig 

Key components of quality data
People – equine DOB; rescues; cattle BRD enrollment
Protocols that are user friendly and easy to 
understand
Good Forms (whether paper or electronic)
Flexibility

One size doesn’t fit all
Toxicology; Target Animal Safety; other GLP studies
Clinical – Production vs. Companion animal
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Types of Data

RAW or SOURCE
Paper

Electronic
Instrumentation (minimal user interface)

Web-based EDCs

DERIVED (calculations, etc. must be validated)
Average Daily Gain

All Statistical values

Drug Blood levels (ng/ml)
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Raw Data Rules
Results of original observations and activities

Accurate – proper significant figures
Legible – readable (not an issue with EDCs)
Contemporaneous – recorded when it happens
Original – first observation
Attributable – who recorded the data; who was involved in 
activities

All data must be signed and dated on the day of entry

Changes must not obscure the original
Some EDCs allow for changes before the page is “saved”
Changes include reason, signed and dated
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Data Collection Forms
Developed for the user NOT data entry folks

Batch data vs. individual data

Follow flow of procedures and logical

Completely document ACTIVITY, not just the data

Have room for narratives

Must be easy to change if they don’t work

Get PI’s/SDs input before protocol finalization

For EDCs, program limits and flags
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Managing studies (not just about the data)

Telling the story so someone who does not live in your house 
can understand it

Accurately and completely documenting what is happening

Finding issues in time to fix them so they don’t compromise 
data integrity

Being truthful and bringing problems and mitigation to the 
forefront

Providing QA for GLP and GCP PROACTIVELY to find 
issues when they can still be fixed

Assess workload, personnel and logic of study events
Tired and overworked people make mistakes
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Helpful Hints 
Have QA/DM review forms prior to use (yes even for GCP)

Make sure spaces are available to document all protocol 
requirements

Try them out if possible and change when needed

Review, QC, QA and then add Sponsor oversight
Monitor, QA

Don’t collect data that you don’t need 

Challenge regulators on unreasonable designs and demands 
with scientific rationales
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Helpful Hints
Use Notes to File to 
explain processes when 
needed

Organize data to allow for 
easy review by reviewers

Include a “Reviewer’s 
Notes” (Roadmap) with 
each study

Bring issues tl the 
forefront and don’t bury 
them in the data
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Take Home Message
If you don’t have time to do things right, you probably don’t have time to do them over

Sponsors should provide QA and monitoring for all studies
Use Sponsor QA oversight for all GLP studies; use GLP QA for clinical studies
Monitor all studies – for GLP, monitor all phases equally
Don’t assume all QA and contractors are equal

The cost of increased QA/monitoring is miniscule compared to repeating a study or delayed 
registration

Data management starts before the protocol is signed; the more invested upfront, the less 
issues you will find

Bad data (and studies) cannot be QA’d into quality; quality is a culture not a department

You get what you pay for – some contractors are cheap for a reason

As an industry we have to ensure our studies are adequate and well controlled and that our 
products are safe and efficacious in the target population
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Questions????
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