21 CFR PART 11
PRODIGY DELIVERS THE COMPLIANCE TOOLS YOU NEED

In 1997, the FDA issued regulations originally designed to qualify the electronic submission of data.
These regulations were designed to provide criteria for acceptance of electronic records as equivalent to
paper records. Since that time the scope of the regulation has expanded to include most instruments that
can maintain an electronic record of results. Similarly, the EPA has introduced CHROMERR (Cross-
Media Electronic Reporting and Record keeping Rule) into environmental analyses.
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Authorized personnel (other than the system administrator) may access the "User Login
Administration” panel only to change their password.
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Recent changes are identified with asterisks for easy recognition.

21 CFR part 11 requires that the
instruments employed be able to track
the active operators, control their access
to sensitive operations and record their
activities at the instrument.

Prodigy satisfies this requirement by
demanding the active operators log into the
software with a valid password before any
further action is permitted.

Further, the system administrator alone has
the authority to add new users, de-activate
obsolete users, and assign specified user
permission levels.

X
@The log-in icon is available at all
times after successful login and allows

easy transition between active operators.

All actions and instrument conditions
must be recorded in an audit trail.

Prodigy offers an audit trail sorted by
method.

e  Once a method name is selected, all of
the analyses for that method appear
chronologically.

e  Highlighting an analysis block (see
highlight to left) displays a snapshot
of all of the method parameters active
at that time.

e Subsequently, selecting an analytical
line reveals all of the information for
the data acquired at that line.
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21 CFR part 11 requires that the
ability to regenerate reported data
from the raw data

Prodigy software offers a Calculation
Validation display for every analytical
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21 CFR part 11 requires that
results not be deleted.

Prodigy automatically saves the
results for every analytical
measurement.

e  Each measurement name is
added to an analysis tree which
documents the chronological
order of events.

e Replicate details appear in the
results display.

e Removal of results is not
permitted.

Prodigy CFR Part 11 software
provides all the tools necessary to
keep your electronic records in
compliance.

For more information on regulatory compliance tools,

e Background correction.

e This display shows the raw data for
each analytical wavelength.

e  The peak and background locations.

e Peak and background intensities.
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Results: & Detailed  Stafistics

Sample Elements | Wavelength|  Conc.| Intensity] BGPt1| BGPt2]  Rewlnt™

Sample -1 Cu 324754 0.000 3551687 23820 43845 3588520
As 189.042 0.000 3020 285 291 3308
Cdl 214.441 0.000 | 694635 29819 51317 654067
Fs 259940 0000 | 1459388 -27184 4673 1448143
Mn 257610 0.000 4580295 -250456 -53042 4728546
Zn 213856 0.000 GE15E7 -15740 -10878 648258
B 493.409 0.000 | 4000518 | 1180530 1173080 5177323

blank Fiep 1 Cu 324754 - 8242 24389 24934 33234
As 189.042 - A1 225 208 203
Cd 214441 - 158 1255 1933 1752:
Fe 259.940 - 479 5891 5717 6283
Mn 2575610 - 5212 4595 154 10587
Zn 213856 - 1202 1671 1597 2836
Ba 4493409 - -175 76031 74622 75251

std1:Rep 1 Cu 324754 - 41062 25379 25404 BEA53
As 189.042 - 18 230 212 239
Cdl 214.441 - 7324 1374 2102 9062
Fs 259940 - 15005 5373 6298 21341
Mn 257610 - 55635 2362 3548 587490
Zn 213856 - 8298 2210 2108 10457
B 493.409 - Fibl 87220 85653 | 127857

std?Fiep 1 Cu 324754 - 34047 30444 29762 394150
As 189.042 - 363 220 217 572
Cd 214441 - 71039 -2157 -1664 69119
Fe 259.940 - 4730 1093 3841 149771
Mn 2575610 - | 6e5eRs| 20435 2730 513709
zZn 213856 - 72473 -326 243 72432

‘ Ba 493.409 - | aBE7 | 20104 18SE3S 619231 Fint

please contact us at 603-886-8400 or visit www.LeemanLabs.com.

TELEDYNE LEEMAN LABS, 6 WENTWORTH DRIVE, HUDSON, NH 03051
Tel. (603) 886-8400 Fax. (603) 886-9141 Email: Leemanlabsinfo@Teledvne.com




