Guidance 055 Documenting 1Q, OQ, PQ Protocol Test Results for Equipment, Facility and Computer

Where indicated, objective evidence (e.g. screen prints or reports) should be labeled with
the protocol number, test procedure number, step number, screen print reference number,
page humber, and initials and date.

Pass / Fail: For each test step, “Pass” or “Fail” is recorded if the actual results do or do not meet
the expected results. For a result to be signed off as “Pass”, every item in the Acceptance
Criteria must have been successfully met.

Deviation Number. If test step deviations occur, record the deviation number(s).

Tested by Initials / Date: The initials of the person executing the tests steps and the date the test
step was executed. A signature page detailing the full name and signature of all persons involved
in test execution must be included in the protocol.

Comments: Any comments made during test execution will be documented.

Reviewed by: A person other than the person who executed the tests in a section will review
each page of the test results, and the screen prints, and sign and date the “Reviewed By” field to
verify the accuracy and completeness of the information.

Testing documentation should identify the “actual test result” observed during each test. There are a number of
acceptable means of documenting the actual test result:

A

Re-writing the entire text and measured values identified in acceptance criteria as the “actual
results”. It is not good practice for the tester just to simply record a check mark (Pass/Fail),
initials or write “as expected” (or similar notation of acceptance) as the actual results without
providing evidence of the result of the test step. It is allowable to mark pass or fail as long as
evidence is provided, especially when a reference or a numeric result should be recorded.
Without an actual observed value or a screen shot, the assurance that the actual result was
observed is limited. For critical steps, printed evidence should be included in the test results. For
non-critical steps, it is not necessary to capture a screen if a test is incidental to proving a user
requirement. However, where evidence cannot be produced during the execution of a critical
function step, the test step result may be recorded in the Actual Results column.

This general guidance represents more than what is required. Test results should be
documented in a manner permitting objective pass/fail decisions to be reached. Testers
are not required to write lengthy responses; it is acknowledged that doing so may
introduce inaccuracies from the original observed value or result. So there needs to be
sufficient information captured in actual results to make possible an effective
comparison to expected results. Testing instructions can be used to identify how much
information to capture for various types of testing.

In testing certain critical functions, it may be appropriate to completely rewrite the acceptance
criteria (expected results) as the actual results. In these cases, the tester’s wording must be
detailed enough to be able to provide an objective and reproducible recreation of events. It is not
required that each test step have the actual result documented in the same manner; for example,
the tester may simply write the observed result if that result is relatively brief, but may include
printouts of more lengthy responses.

It is good practice and required for a tester to sign/initial, date, and record the protocol number,
test procedure number, step number on each page of a report or screen print. This is to help
ensure that all pages remain traceable to tests. If the generation of a lengthy report is being
tested, it is acceptable to only document the first page of the report.

Entering only test keywords to signify successful completion of the test. In this approach, only
test keywords (those highlighted in the expected results column) are documented in the actual
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APPENDIX A:

PROTOCOL EXAMPIES

IQ: Drawing Venification

Test Test Conditions/Steps Acceptance Criteria’Expected Actoal Eesult: Pass Verified
Description Eesults Fail Ey/Date
Dev. Mo
Drawing Crawing # PE510, Air Handler | Ddmensions are according to the Drawing PaJ10 varsion 1 Pars G
Yenfication Type D7000 + E2531. drawing. raviewed. Seq aitachad Q2 172004
Fieview the installed Tablet Componear locatons are radling.
Farility Fluid Bad Dryer (D- according to the drawings.
100} and compare it to the
drawing mdicated above.
Fecord date and revision of
drawing being verified ar the
time of execuiion.. If
Inconsistencies exist batwaen
amy drawing and the sysem
note on the copy and bave the
appropriate pary (e, XY
Enginsering, vendor, et}
resalve the discrapancy (either
gquuiprzent piping medification
or drawing roodification)
Artach the red-lined drawing
to Protocol Section, CGeneral
.Arta-:h.rr_en'.-i. L
00Q: Alarms and Interlocks
Test Acceptance Criteria’Expected Pass / Fail / Verified
Description Test Conditions/Steps Besults Agtual Eesuli: Diew. No. Ev/Date
IBC Wash Svstem Low Waszh cycle stops Wazh cyele siop:z
Water Tenmperanrs Check Display shows alarm message: Tamperanire reads 45°C
Steam Supply (water “Liorar Warer Temperanire Display zhows alarm
temperatures senser 13TT) (Belew 10°C FROM SET message. "Low Warer Bass oiF
Low Warter | Inauto waszh mode with POINT)™ Tamperanre (Balow 10°C s 0642 172004
Termp. Water [BIMPEraiTe et 1o FROM SET POINT} ™.
Alarms GOC or greater. Shur steam
Imrerlock supply 1o haat exchanser.
0Q: Sequence of Operation
Acceptance Pass |
Test Criteria’Expected Actual Fail ¢ Verified
Description Test Conditions Steps Eesulis Eesults Dev. Ni. Ev/Date
Tuwrn ca conirel with main power _ o Turning ox Pass G
supply on and the Emergency-Stop Tu'mng oL cotire conirol 08212004
Fomnn = - - ]E. L
not activated PREELE, passible.
T test the Chack that control is enabled if Pass G
Fluid Bed &) conirol is tumed on; 06212004
Dryar ) alarm CONTACTOR CONTROL
CONTROL OM not active;
EE: OFF €) alarm 230V AC SUPPLY not
tiom by active: . Comrol iz
pressing the d) alamm 24V DC SUPPLY pot Cenmol is ensbled. enabled
push bution on active:
the HMI g} alamm 24V DC QUTPUT CARDS
not active; and
f) alamn QPEFATION FEESSUEE
2512 not active
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