Life Sciences

MAINTAINING DATA INTEGRITY

Did you know that lack of data integrity has
been a top reason for FDA Drug GMP warning letters?*

Records should include an electronic ‘signature” to link them to
TTR I BUTABLE the instrument/person that made the measurement. Compliant
systems automatically track who and when a record was

created, changes made, and the reason o change was made.

LEGIBLE The record is required to be legible: illegible hand-written records are not , ’
acceptable. Data should be presented in a clear, standardized format.

To ensure credibility, store original records rather than photocopies. Original

0 RIGI N AI_ electronic records allow audit trails to track any and all subsequent changes.

No Manual transcriptions.

The process for capturing electronic records should be robust, i.e., avoid

ABCUR ATE manual calculations and manual data entry. When records are electronic, /

audit trails can provide transparency to prevent data from being altered.
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21 CFR Part 11 QC Instrument Suite

QC Step Instrument Application Regulation A L [of (o] A
On-line Water for Multi-level Legible secure
Injection (WFD), L ’ 9 Secure PDF Original SOP parameters
Purified Water (PW) USP<643> individual PDF export for created electronic pre-programed
Raw ANATEL ; UsP<645> User Name Alarm Trail, ;
. Total Organic . - on day of record created into the
Material PAT700 EP2.2.44 and Audit Trail, ; .
Carbon (TOO), sample directly from instrument
EP2.2.38 Password for = Measurement ; ;
Temperature and analysis the instrument and automated
. all users Results
Conductivity
Grab-sample point . )
of use testing for MU‘,U. level, Legible secure Secure PDF Original SOP parameters
o individual PDF export for .
Water for Injection . created electronic pre-programed
UsSP<643> User Name Alarm Trail, ;
QbD1200 (WFD), . ; on day of record created into the
o EP22.44 and Audit Trail, ; .
Purified Water (PW) sample directly from instrument and
) Password for = Measurement ; ;
Total Organic all users Results analysis the instrument automated
Carbon (TOO),
Multi-level, Legible, secure -
Active individual PDF export as SreecautreedPDF gg?tl;l)arlﬂc Sroe'? r;gragféegs
LS 13 320 Pharmaceutical User Name well as Audit pre-prog
) ISO 13320 . on day of record created into the
XR Ingredient, and Trail and ; )
S sample directly from instrument and
Excipients Password for = Measurement - )
analysis the instrument automated
all users Results
Mg\_t\_—(ljevell, ol Secu:;e data Original SOP parameters
) ) Mammalian cell Individua Legible secufre records d electronic pre-programed
Production Vi-CELL viability and USP <1046> User Name PDF export for stored an record created into the
BLU ) and measurement tracked at ; .
concentration . directly from instrument and
Password for  results time of ;
the instrument automated
wall users measurement
Multi-level, : Secure data Original SOP parameters
. Mammalian cell individual Legible reports records electronic pre-programed
Vi-CELL ) ) User Name can be printed stored and !
bioreactor media . record created into the
MetaFLEX and or viewed on the | tracked ; )
health . ; directly from instrument and
Password for | instrument at time of ;
the instrument automated
all users measurement
Routine environ- Multi-level, . L
mental monitoring EU GMP individual Legible secure Secure PDE Or|gmal_ SOP parameters
) . Annex 1 PDF export for electronic pre-programed
MET ONE (air particulates) User Name created on !
; ; CGMP Measurement record created into the
3400 in sterile and Its includi day of sample di v f ) q
manufacturing ISO 14644-1 Password for Results including analysis \re_ct y from instrument an
& -2 metadata the instrument automated
cleanrooms all users
Your SOPs
Sterile Multi-level, Legible secure Secure data Original pre-programmed
MET ONE manufacturing EU GMP individual PDF export for records 9 . into the User
- . : electronic
Facility cleanroom Annex 1 User Name Alarm Trail, stored in record created Interface and
Monitoring = continuous air CGMP and Audit Trail, database at directly from automated. No
System particulate ISO 14644-2  Password for Measurement time of ctly manual data entry
DO the instrument -
monitoring all users Results measurement or Pass/Fail
calculations
) Multi-level, Legible secure -
Final pr_oduct individual PDF export for Secure PDF OHgmaI- SOP parameters
sub-visible usp<787> ) electronic pre-programed
HIAC ) . User Name Alarm Trail, created on ;
particulate counting =~ USP<788> . ; record created into the
9703+ ; and Audit Trail, day of sample ; .
in parenteral USP<789> . directly from instrument and
Password for | Measurement analysis ;
Final drug products the instrument automated
all users Results
Product . ‘
Testing Final product Multi-level, Legible secure Original SOP parameters
S . individual Secure PDF .
L visible particulates PDF export for electronic pre-programed
Multisizer ST User . . created on :
counting in Audit Trail, record created into the
4e Name and day of sample ; )
parenteral drug Measurement . directly from instrument and
Password for analysis ;
products all Users Results the instrument automated
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