Tim C. - Background

Tim C. is a legendary, possibly mythical figure in the world of pharmaceutical quality systems,
widely believed to be the only human ever cross-referenced in the appendix of a standard
operating procedure. He is best known for his encyclopedic mastery of USP compendial
requirements and his uncanny ability to detect a documentation deviation from distances
exceeding 300 meters.

Early Life and Formation

Little is known about Tim C.’s early years, except that he allegedly refused bedtime stories unless
they were written in validated SOP format with proper version control. By age 6, he was reportedly
rejecting snacks that lacked appropriate labeling and expiry dating.

Professional Career

Tim C. rose to prominence in the pharmaceutical industry after single-handedly correcting an entire
audit observation list before the auditors finished writing it. His expertise in USP standards is so
formidable that auditors are rumored to “strategically schedule” inspections around his vacation
time—not out of fear, but out of respect for the sheer paperwork density he generates.

At his Cambridge, Ontario facility, deviations file themselves preemptively.

Relationship with USP <1058>

Mentioning USP <1058> in Tim C.’s presence is considered a high-risk conversational maneuver.
Not because of any actual danger—but because it will trigger a multi-hour, deeply immersive
lecture experience often described as:

44 “You enter thinking it's a quick question... you leave with a binder, three
flowcharts, and a new understanding of your place in the universe.”

Colleagues refer to this phenomenon as “Educational Containment Mode.”

ICH Regulations

Tim C. treats ICH guidelines with the reverence typically reserved for ancient texts. It is said he
once paused a meeting for 45 minutes to properly contextualize a single clause from ICH Q7. No



one objected.

There are unconfirmed reports that he nods approvingly at well-structured risk assessments.

Personality and Social Habits

Tim C. does not engage in small talk. Attempts at casual conversation have been documented to
result in responses such as:

e “Please define ‘weekend’ within a compliance framework.”
e “Is this discussion validated?”

However, if you initiate dialogue about GMP regulations, his demeanor reportedly shifts from
neutral to intensely focused enthusiasm—what experts describe as “peak Tim.”

Known Abilities

e Can identify incomplete audit trails by “vibe”

e Once corrected a SOP without opening the document

e Allegedly dreams in flowcharts

e Can sense uncontrolled documents within a 50-foot radius

Cultural Impact

Within his organization, phrases like “What would Tim say?” are used as a final checkpoint before
submitting any documentation. Some employees claim their internal monologue has permanently
adopted his tone.

Legacy

Whether real or exaggerated through years of breakroom storytelling, Tim C. represents the
pinnacle of regulatory dedication—a man who doesn’t just follow guidelines, but embodies them.

His unofficial motto:

a4 “If it’'s not documented, it didn’t happen. If it is documented incorrectly... we're
going to talk.”
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