
Recommendations,for,Next,Steps
Consider)implementing)audit)rating)

system)– to)score)supplier)

performance

Create)a)Bronze,)Silver,)Gold)award)

system

Consider)sharing)audit)costs)with)

suppliers
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Biomedical,“As,Is”,Audit,Process,Flow

Severity Periods
Critical Resolved)within)6)months

Major Resolved)within)3O5)months

Minor Resolved)within)1)month

Risk,Categories Description

Environmental
Waste/water)plans,)

chemical)regulation

Regional)/)socioeconomic Local)restrictions

Human)Resource Talent)shortage

Factory)Specific Financial)risk

Global)Supply)Chain)Network
Delayed)or)lost)

shipments

Political)and)Uncontrollable
Natural)disasters

Tier,1
OnJSite,Audit

• Critical)to)business)
operations)

• Includes,)but)is)not)limited)

to,)suppliers)that)are)FDA)

regulated)

• High)risk
• Small)number)of)strategic)

suppliers

• Sole)or)single)sourced)
direct)product

• Possible)strategic)
relationship

Tier,2
Desktop,Audit,

• Important)to)the)business)

•Moderate)risk

• Alternative)sources)of)
supply)however)would)be)

inconvenient)or)difficult)to)

change)

Tier,3
No,Audit,

• Routine)
• Low)risk
• Easy)to)switch)with)many)

options)

• Largest)category)of)suppliers

OnJSite,Audit,Risk,Management,Plan

Supplier,Audit,
Segmentation

Deliverables:

An)“As)Is”)process)flow)of)the)current)supplier)audit)process

A)“To)be”)‘One)Red)Cross’)audit)process

A)“To)be”)audit)template)to)describe)the)new)process

Manage)supplier)performance)and)relationships)

through)scorecards)and)annual)performance)

reviews

If)supplier)demonstrates)low)scores)and/or)a)

negative)trend,)conduct)a)performance)review)

meeting

Supplier)implements)a)corrective)action)plan)within)

30O60)days

Failure)to)make)corrective)actions)and)improve)

performance)will)result)in)an)audit

PreJAudit,Steps

How,to,Approach,Your,Supplier

Project,Background:
The)American)Red)Cross)has)three)business)divisions:)Blood)Services,)Humanitarian)

Services))and)Training)Services.)Currently,)the)Red)Cross)has)one)defined)audit)process)for)

their)Biomedical)group.)The)American)Red)Cross)desires)a)‘One)Red)Cross’,)audit)approach)

that)can)be)used)across)the)Red)Cross.

O Conduct)an)initial)screening)audit)

before)entering)into)a)contract)with)

supplier

O Use)as)a)selling)point)for)the)supplier)–

“we’ve)consecutively)passed)American)

Red)Cross)Audits”

O Audits)should)be)described)as)“a)

matter)of)fact)process”)

O Audits)should)benefit)both)parties

Yearly supplier 
performance review

Did supplier pass 
performance review?

Contact supplier to 
schedule audit date 

and time

No

Request from supplier: Table of 
Organization, Quality Manual, 
Master Table of Contents of 

Procedures, Process flow 
diagrams, Reg. History (last FDA, 

ISO or other inspections and 
dates)

Confer with Compliance 
management in the 
selection of staff for 

the audit team.

Gather information 
regarding the Red 

Cross’s requirements, 
accreditations and 

regulatory status of the 
supplier.

Create audit plan and 
schedule. 

Is this a desktop audit?

Audit team analyzes 
desk audit information 
and review internal and 

external sources.

Yes

No

Conduct a facility audit.

Provide final results to 
supplier through an exit 

meeting

Prepare audit cover 
letter and report.

Did  the supplier  pass the 
audit?

Notify the supplier of 
issues found. Have 

supplier provide 
timeline and 

deliverables for 
changes.

No

Conduct the onsite 
opening meeting; 

introductions, purpose 
of audit, and agenda.

Team audits the facility 
by reviewing processes 

and procedures. 
Records findings.

Conduct exit meeting 
and discuss audit 

results.
Prepare Audit report.

Does the supplier pass the 
audit?

Supplier has 30 days to 
correct issues. Must 
provide timeline and 

deliverables.

No

Follow-up: conduct 
additional site visit if 

needed to verify 
changes.

Were problems 
addressed?

No

Verify changes were 
implemented/or 

corrected.

Were the problems 
addressed?

Yes

No
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Evaluate supplier at 
next annual 

performance review

Evaluate supplier at 
next annual 

performance review

Yes

Evaluate supplier at 
next annual 

performance review

Yes

Yes

Evaluate supplier at 
next annual 

performance review

Yes


