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Training on National SOPs
in eQA



Training

- With eQA Access — train within 4 weeks of SOP effective
date. New hires should train within 8 weeks of hire date.

« Without eQA Access — Responsibility of FRD/LRD to ensure
those collecting data are trained and that the training is
documented in their training records.
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New Responsibilities

« National SOPs need to be immediately available, same as site SOPs
» Protocol supersedes National SOPs which supersedes site SOPs

e SOP Deviations
- Study-specific — signed by person preparing deviation and
Study Director

- Not study-specific — signed by person preparing deviation,
discuss with relevant Study Director(s), and signed by Testing
Facility Management




New Responsibilities

Development/Revision

« Committee will take requests for new SOPs or changes.

- It's the responsibility of all IR-4 personnel to ensure that these SOPs
meet the needs of the program. It they don't meet the needs of your
testing facility please contact the committee.

Review

« Committee will review active SOPs on a 2-year cycle. After review,
they will be sent out for retraining. We encourage comments during
review process!



Review Process

« When SOPs are created, updated, or on their revision cycle, they will go
through IR-4 review

« Each step has a 2-week review period (may be shorter if needed to get out
quickly)

« Committee will address comments and send to next review

« After full review, uploaded to eQA. Committee signs off and final signoff
from Executive Director



Incorporation at Individual Sites

As National SOPs are finalized, they are meant to replace site SOPs where
applicable.

Where applicable, those site SOPs should be retired, and a reference to the
National SOP included.

List National SOPs in the site SOP index. At your next revision, update it as
new SOPs are added and revisions change.

Your SOP on SOP should discuss retiring redundant ones.

There is no longer an SOP 5.8 (eFDB) in the Headquarters SOP. So, if you are
referencing it in your facility’s SOP, remove it at your next revision.



Key Points in the National
SOPs



Key Points

EPA Inspections Procedures (N-01.2)

A section specifically for Headquarters QA has been added.

« This lists the documents that should be sent to the site in
preparation to the EPA inspection on their end.

*Test Substance Characterization data
«Cover sheets of QA reports
*Master Schedules



Key Points

EPA Inspections Procedures (N-01.2)

 Electronic raw data captured in the eFDB system will be printed
and certified as a true copy.

« If the Inspector needs access to the eNotebook website, it may be
provided by an eStudy administrator. The QA is more than happy
to give the EPA a tour of the form layouts.



Key Points

QA Inspections/Audits (N-01.3)

* It is the responsibility of the field researcher to communicate initial
dates of application, harvest, etc and update QAU if changes occur.

» Changes to the inspection date due to weather, field events, or
application interval should be communicated as soon as possible
to the QAU so travel plans can be adjusted.



Key Points

QA Inspections/Audits (N-01.3)

Raw Data Audits

« The FRD will ship paper pages to HQ and notify the SD of
the shipment. HQ will let the QAU that the eFDB is
available for review.

« Contributing Scientist Reports: The RFC will notify QA
that a processing report is available.



Key Points

Electronic Field Data Book Use (N-02.1)

*You must indicate whether the Facility File eFDB will be used in the
eFDB. This allows you to reduce the amount of data that you need
to add to each trial's eFDB. In Part 2B, indicate your intent on the
prompt “Location of Facility Files for this Trial”.

. o . ) 3 Facility Files eFDB
Location of Facility Files for this Trial

Location of original paper facility files in IR4 headquarters
long-term storage



Key Points

Electronic Field Data Book Use (N-02.1)

*When using the Facility File eFDB, if you are transcribing facility
information from another source, you must:
*Transcribe it in a timely manner
*Scan the original, upload it to the eFDB
*Maintain the original as per site SOPs

Facility Files eFDB must be used exclusively starting in 2027.



Key Points

TS Container Disposal Approval (N-03.1)

*If there is a date listed under
“ACT. STUDY COMP” for a trial
where the TS was used, it can be
disposed of.

*Disposal is not allowed if the TS
from the same container was also
used in a trial in a different study which

has not yet been canceled or completed.

ACT. ACT.
LAB LAB STUDY gxp.  gxpj STU
== siaR1 comp  NT. gyaRy somb.
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23-ADP04 DISCARD 05/04/22 05/22 11/24

22-FLR13 01/23 03/24 05/24/22
22-FLR13 0123 03/24



Key Points

TS Container Disposal Approval (N-03.1)

*When test substance containers are
disposed of, document disposal date
in the facility chemical inventory.

, 4
fMc o %  For Research Purposes&
Box 8 Princé ) o
i Product Courier 40SC  SbL2S
Lot No.: C1A08

*Supporting documentation allowing
disposal of containers must be g 1 G e Feba 2100
maintained in facility records. A
Print the Master Schedule and sign, Reio: TR
date and maintain it with TS e -
inventory in the test site facility files. |

Date:  p2/10/04




Key Points

Application Types Definitions (N-03.2)

* Drench Applications: Calculating the TS rate expressed as per
unit area, per number of plants, or per pots in the GH.

* Drip Applications: Determining the amount of water applied to
the plot by using a known amount in the tank or by collecting
output from the emitters.

* Pre or Post-Application Irrigation: Calculating the number of
acre inches of water to move the chemical into the root zone.



What Lies ahead

 Advisories will be retired, eventually
-Once each Advisory becomes a National SOP it will be retired
and be removed from the Intranet and placed into eQA.

* Next up Training/Documentation SOP

* Potential SOPs (with PMC approval)

« Decommissioning sites
- Amending ASRs
- Documentation for terminated trials




Questions?

Thank you for your participation!
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