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3.5.3 STEP3: Determining the Appropriate Assurance Activities
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3.6.3 Example 3: Business Intelligence (Bl) Applications
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4. GxP fEE~DFERADOHET
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o GxP 7T —XDARREWE T AT LI HEE) HHT 5 Y7 h7 =7 @ Intended Use
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Intended Use (GEE&ERGXP)
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3. CRFIEHRONT) : =P =TI AT ~EEE TOEMN %179, EDC IZENICASHEA
WD, £lo, BRa—V—LFEER—F—IC L > TSR T S0
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TAZ o ATIE, Tt R Y 27 23T 588, BEENBELELEO TBRE~DOLE
P~ #EET5H, BRIIZIX, %Y 7 FY =7 O Feature, Function, Operation
Intended Use 234B 72011 (T72bb, BRILILE BV ICEELRW), ZORERE LTHE
B OLREM~DZENT R I 5YA . High Process Risk &l &b, Z D& X %1
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A detailed diagram and description of the transmission of electronic data (data flow)

should be available in the protocol or a protocol-related document.
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