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ELUTING, FROM A CHROMATOGRAPHY COLUMN,
AMIXTURE AT AFRST pH

%

MEASURING A PROTEIN CONCENTRATION ANDIOR
ACONDUCTIVITY OF THE MIXTURE

w

ADDING ONE OR MORE SALTS TO THE MIXTURE IN AN AMOUNT
SUFFICIENT TO ADJUST THE CONDUCTIVITY OF THE MIXTURE

®

CALCULATING AN AMOUNT OF ACID NECESSARY TO
REDUCE THE pH OF THE MIXTURE TO A SECOND pH

X

ADDING A FIRST PORTION OF ACID TO THE MIXTURE

ADDING SECONDARY ACID TO THE MIXTURE SUCH THAT THE
COMBINATION OF THE MIXTURE AND THE ACID IS AT OR
BELOW THE SECOND pH

WHEREIN MAINTAINING THE COMBINATION AT THE SECOND pH FOR
AN INACTIVATION INTERVAL INACTIVATES VIRUS IN THE MIXTURE
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201
LOADING A MIXTURE INCLUDING A TARGET POLYPEPTIDE / ’/./
ON A CHROMATOGRAPHY COLUMN AT AFIRST pH

¥

ELUTING, FROM THE CHROMATCGRAHY COLUMN AN PEL
ELUTED MIXTURE AT A SECOND pH

¥

203
MEASURING ANDYOR RECORDING APROTEIN CONCENTRATION OF /
THE ELUTED MIXTURE

¥

204
MEASURING AND/OR RECORDING A pH, A CONDUCTIVITY, OR BOTH OF s
THE ELUTED MIXTURE

¥

ADDING ONE OR MORE SALTS TO THE MIXTURE IN AN AMOUNT SUFHCIENT § /7 205
TOADJUST THE CONDUCTIVITY OF THE MIXTURE

¥

ADDING ACID TO THE ELUTED MIXTURE, FORMING A COMBINATION OF THE 206
ELUTED MIXTURE AND ACID, WHEREIN THE COMBINATION WILL DEMONSTRATE 4
EFFECTIVE VIRAL INACTIVATION AND HAS A pH LESS THAN OR EQUAL
TO THE SECOND pH

¥ f?@?
PRE-DETERMINING AN EXPECTED pH OF THE COMBINATION
USING A pH CONFIRMATION MODEL

MEASURING AND/OR RECORDING THE pH OF THE COMBINATION

¥

209
CALCULATING A DIFFERENCE BETWEEN THE EXPECTED pH L/
AND THE MEASURED/RECORDED pH OF THE COMBINATION

4

BASED ON THE CALCULATED DIFFERENCE BETWEEN THE EXPECTED
pH AND THE MEASURED/RECORDED pH, TAKING A CORRECTIVE ACTION
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PRODUCING A POOL OF ELUATE SAMPLES, WHEREIN EACH ELUATE
SAMPLE OF THE POOL OF ELUATE SAMPLES CONTAINS ATARGET f’w
PROTEIN PURIFIED IN AN AFFINITY CAPTURE PROCESS

¥

MEASURING A PROTEIN CONCENTRATION AND A pH OF Pa
EACH ELUATE SAMPLE OF THE POOL OF ELUATE SAMPLES

¥ : (\!,\
TITRATING EACH ELUATE SAMPLE OF THE POOL e =

OF ELUATE SAMPLES TO DETERMINE AN AMOUNT OF
ACID NEEDED TO BRING THE ELUATE TO AN INACTIVATION pH

304
REGRESSING A RELATIONSHIP BETWEEN THE AMOUNT OF ACID ./
ADDED NEEDED TO BRING THE ELUATE TO AN INACTIVATION pH, ELUATE
PROTEN CONCENTRATION, ELUATE pH, AND INACTIVATION pH

: /3{55
REGRESSING A CONFIRMATION MODEL




