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The boring definition:

The people-oriented approach (POA) to 
quality management includes issues such as 
top management leadership, employee 
involvement, supplier relations, and focus on 
customers.
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In contrast to the POA, data-centered 

techniques such as, 

quality control and 

information analysis

place greater emphasis 

on the appropriate use 

of information for improving quality. 
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BUILDING RELATIONSHIPS

Å Develop authentic client/consultant relationships. 

Å Stay out of the rumor mill. 

Å Show flexibility in being able to support 

as well as confront. 

Å Respect confidentiality agreements

Å Make sure that your own "baggage" is not

interfering with the relationship. 
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BUILDING RELATIONSHIPS

Å Learn to say "yes ... andé" rather than "no."

Å Do what you do best; you can't be all things to all people. 

Å Think globally, act locally; respond to your clients' needs but 

keep the big picture in mind. 

Å Take responsibility for communication, as you might be "out of 

sight, out of mind." 
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BUILDING RELATIONSHIPS

Å Keep up on industry developments. 

Å Keep your skills current. 

Å Keep thinking out of the box.

Å Learn to read verbal and nonverbal cues

Å Find out what hurts the most or needs

attention.
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Avoid ñBullyò Language:

ñYou have toéò     ñYou shouldéò     

ñYouôre alwayséò

Instead use ñIò Language:

ñItôs best iféò or  ñI preferé I expecté 

Our department expectséò

ñYouôve beené or ñHow can I help you toéò
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ÅDon't take criticism personally; donôt get defensive

ÅIf you need positive stroking all the time, this may not 

be the job for you.
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BARRIERS TO THE PEOPLE-CENTERED APPROACH

Å Not returning e-mails or phone calls.

Å Controlling the point of contact during the audit (e.g., not allowing 

auditors to speak with anyone but a designated individual). 

Å Not producing, or slowness in

producing, requested documentation.
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MORE BARRIERS:

Å Late reply or no reply to audit points or findings.

Å Agreeing with the issues discussed

during the audit, but then disagreeing

with the same issues when they

appear in the written report. 

Å Appearing cooperative, yet critical of the auditors to others. 
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VALUE-ADDED AUDITING

Five areas of additional value from an audit:

1. Give whyôs, not just whatôs. 

2. Conduct the audit openly. 

3. Put things in perspective; what is the impact of the condition? 

4. Provide timely results. 

5. Make sure the audit helps improve the process.
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The inspection can be a mechanism where auditors 

and auditees are partners in process improvement. 
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Give ñWhyôsò not just ñWhatôsò

Auditors spend a lot of time telling people what
happened, what went wrong, whatwent righté. 

Auditees often would like to know why something 
happened, why something went wrong, why
something went right. They can then use the 
information to make a difference.
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Otherwise they have to retrace the auditorôs actions 

to find the ñwhyôsòfor themselves. With limited 

resources they may never get to the ñwhyôsò.
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Conduct the audit openly; no secrets or hidden agendas.

Å The auditor develops a checklist, performs the audit, and finally 

has a review at exit and presents an audit report. 

Å The checklist is provided to the auditee so they know the criteria 

against which they are being measured. This emphasizes open 

communication between the auditee and the auditor throughout 

the planning, conduct, and reporting phases of the audit. 

Å Auditors work to ensure effective communication and consistent 

expectations, both of work performance 

and of the audit process.
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Å Perspective; what is the impact of the condition?

Å No one likes to be "nit-picked" as part of an audit. We need to 

present discrepancies in a way that emphasizes their impact. If 

something is truly a "nit," we should present it that way.

Å An auditor taking time to determine the impact of the condition 

adds value to the audit results, but this determination does 

require more work for the auditor. 

Å What if the discrepancy is left uncorrected? What will be the 

advantage of implementing this recommendation? These are 

questions that auditors should ask themselves during the audit.
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Provide timely results.

Å Checklist provided at exit

ñAnyone who has never made a mistake has never tried anything 
new.ò

-- Albert Einstein
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Make sure the audit helps improve the process.

This is probably the primary objective of Value Added 

Auditing. Each of the steps previously listed will 

contribute to process improvement. é auditors 

demonstrate their commitment to process 

improvement through their actions, communication, 

and behavior during the audit.
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ñBe Accountableò

ñTaking responsibilityfor our attitudes as well as our 

actions and results. Accountable people develop the ability 

to choose their responses to situations, making them more 

a product of their values and decisions than of their moods 

or circumstances.ò
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ñBe Accountableò

Å Stay current; know the regulatory climate

Å Review the regulations

Å Independent/ no conflict of interest

Å Resist attempts to influence decisions

Å Know The Science 

Å Get the proper training
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ñCreate the Futureò

ñEffective people realize that all things are created 

mentally before they are created in the world. If we believe 

something is impossible, difficult or not fun, we will 

experience it that way.ò
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ñCreate the Futureò

Å Donôt lose the ópanoramic viewòé once you get the big picture, 
then zoom in on the details. Maintain perspective.

Å Use your intuition, follow your instinctsé pursue hunchesé

Å Be a Change Agent - A key attribute is an innate desire and 
commitment to improve (change) anything within the 
organization found to be deficient. Further, also must influence 
and persuade others to improve. 

Å (if you think you are leading and you turn around and no oneôs there, you are just out for a walk)
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ñFocus on What is Importantò

ñThere is only so much time. Prioritize.ò
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ñFocus on What is Importantò

Å Keep it simple

Å ñDonôt get bogged down in side issues. We as inspector/auditors 
are the intruders, in a sense. We are actually the Chairpersoné 
we called this meeting, and it is up to us to keep it gently on 
track.ò

Å Trust your instincts. More often than not if you suspect 
something is wrong or missing, you are probably right. Make the 
effort to pursue it instead of saying ñWell, itôs probably OK.ò
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ñRemember, We All Want to Winò

̆¼ÎÓÓÎÓÌdÒÊÆÓØdØÚÈÈÊÊÉÎÓÌpdÆÈÍÎÊÛÎÓÌdÔÚ×dÌÔÆÑØrd
I can better understand your behavior if I know 
what is important to you and the reverse is also 
true. It is important that we understand this and 
align our priorities as much as possible to 
leverage our work and succeed together . When 
we are self - motivated toward common goals , we 
ÉÔÓ̃ÙdÓÊÊÉdÙÔdÇÊdÕ×ÔÉÉÊÉdÎÓÙÔdÆÈÙÎÔÓ.ò
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ñRemember, We All Want to Winò

Å ñYouôll Catch more flies with honey than with vinegaròé seek 
compromise. Letôs keep focused on the purpose of the GLP: 
Good documentation of Good science.

Å Donôt be dogmatic ïthere may be another interpretation. 
Carefully distinguish between GLP requirements, your 
companyôs requirements, current industry standards, your 
opinion, and óhear-sayô.
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ñRemember, We All Want to Winò

Å Be diplomatic. Know when to back off. Be an ally, not an 

adversary.

Å Prevent rather than say ñgotchaò.  

Å Donôt play ñcat and mouseòé if you see an obvious error: ASK, 

but no leading or trick questions.
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CONFLICT RESOLUTION:

Å Show empathy

Å Use positive language

Å Identify and contain your emotions

Å Ask for feedback

Å Identify all options without judgment

Å Analyze the options and choose one or a combo of them

Å Once implemented, evaluate solutions for effectiveness
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ñListen to Understandò

̆ªÛÊÓdÙÍÔÚÌÍdÜÊdØÕÊÓÉdÒÔ×ÊdÙÎÒÊdÑÎØÙÊÓÎÓÌdÙÍÆÓd
any other kind of communication, we are usually 
not very good at it. Listening does not mean that 
you agree or disagree with what is being 
communicated, but that you pay attention to it 
and acknowledge the other person .ò
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ñListen to Understandò

Å Have a conversation with the client rather than presenting him 

or her with a presentation on issues. Give the client time to 

digest comments and respond to them. Be conscious of the 

client's body language and adjust the tone of the conversation if 

needed. 

Å Do not apologize for telling the truth. 

Maintain your integrity.
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ñListen to Understandò

Å Stick to the specific facts uncovered by the audit. Do not be 

judgmental or editorialize about your feedback. 

Å Have your evidence in order and be prepared to provide 

examples if asked to clarify your point. 

Å At some point, ask for the client's feedback on your work. If the 

feedback is negative, ask for clarification if needed and take 

steps to address the client's concerns. 
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PERSUASIVE WORDS

Å Benefit
Fast

Å Recommend
Money

Å Simple
Save

Å Performance
You

Å Proven
Powerful

Å Easy
Results

Å Preferred

RED FLAG WORDS

Å Obvious

Wrong

Å Useless

Ought

Å Should

Pointless

Å Have to

Canôt

Å Must
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ñTell the Truth Without Judgment or Blameò

̆®ËdÞÔÚdÉÊÑÎÛÊ×dÙÍÊdÙ×ÚÙÍdÜÎÙÍÔÚÙdÏÚÉÌÒÊÓÙdÔ×dÇÑÆÒÊpdÙÍÊd
receiver is much more likely to understand the message. 
To avoid blame and yet speak the truth ( the truth as you 
experience and understand it) d˾o this I˾dentify the event 
or situation, describe specific behavior and identify the 
effects or results of the behavior. This structure is key for 
ÈÑÊÆ×pdÚØÆÇÑÊdËÊÊÉÇÆÈÐṙ
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ñTell the Truth Without Judgment or Blameò

Å Be honest about the level of confidentiality of the information 

that the individual is about to share.

Å Independent, Objective, and Ethical -

Uncompromising ethics, the ability to listen with an open mind, 

and the strength and integrity to be firm under pressure.
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ñCollaborateò

̆¨ÔÑÑÆÇÔ×ÆÙÎÔÓdÎØdÙÍÊdÕ×ÔÈÊØØdÔËdÆdÌ×ÔÚÕdÔËdÕÊÔÕÑÊdÜÔ×ÐÎÓÌd
together with a foundation of respect and support, while 
focusing on sharing competencies as well as resources. 
Sharing personal ideas and points of view and being able to 
disagree s˾ometimes strongly b˾ut with an overall 
productive outcome. 

Collaboration provides the opportunity for groups to: 
disagree, decide and commit, which results in shared 
ownership throughout a decision or entire project .ò
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ñCollaborateò

Å The client and auditor need to collaborate to fix common 

problems rather than approach them in an adversarial way. 

Å Reposition from an "enforcer" or policing function to a valued 

adviser.
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ñCollaborateò

Å Perspective and sense of humor are important not only for their 

own state of mind but also provide support to others who are 

struggling to meet regulatory goals and objectives. It can help 

everyone to step back, smile at the problem and proceed to 

resolve it together.

Å Strive for synergy. The auditor should ask: ñWhy do we do it this 

way?ò Look for ways to combine efforts.
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ñCollaborateò

Auditors are usually fine at executing the technical aspects of 
planning, performing, and reporting on their audit work.

They sometimes struggle, however, with the softer skills
related to communicating effectively with clients, establishing 
credibility, and overcoming resistance.

Use the "Yes, and ..." technique: "Yes, I understand your time 
constraints and we can make it work for you; however, we will 
need more assistance from you to meet those requirements." 
The auditor's willingness to negotiate to meet auditee's needs 
reflects a customer-oriented consultant.
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ñIf just checking for compliance ïwe are overpaid. 

We should be helping the FPI put out a better 

product. GLP is a means not an ends.ò

WYNN JOHN ï

at a Society of Quality Assurance Annual Meeting
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WHATôS CHARISMA?

Å Confident

Å Happy (upbeat)

Å Aware (in the moment)

Å Respect

Å Inspiring

Å Subtle

Å Motivated

Å Attitude
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References:
The auditor as internal consultant: consulting skills can 

boost the internal auditor's influence in the organization.

by Scott D. White. INTERNAL AUDITOR Å Feb, 2007 Å

Value Added Auditing by John H. Johnson

Management/Quality Consultant, Vice President,J-E-T-S, Inc. 

Fred Pryor Seminars

Chuck Moran

Wynn John
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Facility: 

Inspection Date: 

Shipping Address: 

Mail Address (if different) 

E - Mail Address:

Phone(s):

FAX: 

Cell Phone: 

Facility Contact:

Other Key Personnel:  

Title:

Inspection conducted by: ___________________________Date _________

QAU Representative

Report Reviewed by: ______________________________Date __________

Facility Representative or P.I.
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PERSONNEL [Ä160.29]

Organization Chart 

Current, dated, shows QAU reporting, shows Archivist/Back-up

Adequate number of personnel?

Facility Plan 

Shows all functional areas, e.g. offices, chem. storage & mixing, 

sample storage & handling, packaging, equipment 

storage/workshop, field plots/permanent markers]
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Personnel Records

CV's/Resumes [current, complete, signed/dated]

Training Records [current, signed/dated]

Job Descriptions [acknowledged by individual signature]

Signatures/initials on file [archived for past employees]
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Quality Assurance Unit [Ä160.35] ( __ in-house or  __contract)

Name:           Training:           When: 

Separate [Not same as, or reporting to, S.D. or P.I.]

Has SOP's [responsibilities and records]

Has access to, reviews, and/or maintains Master Schedule and  
Protocols

Does Critical Phase and raw data audits of each trial

Sends reports to Study Director and Sponsor Management
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Master Schedule [Ä160.35(b)(1)]:

Contains required elements

Able to sort on Test Substance

Study Initiation Date correct

Hard copies archived periodically (How often?)
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SOP's [Ä160.81]

Original SOP's on file

Superseded SOP's archived

Reading/Understanding by applicable personnel documented

SOP's readily available in operating areas
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FIELD FACILITY CHECKLIST
SOP SUBJECT [Ä160.81(b)]

SOP Policy [generation, distribution, review/revision, retiring]

Master Schedule [maintenance, elements, hard-copy archiving, 

responsible party]

Documentation of Personnel [CV's, Training Records, Job 
Descriptions,Responsibilities, Signatures]

Handling of SOP/Protocol Deviations
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SOP SUBJECT [Ä160.81(b)]

EPA Inspections/Audits [sponsor notice, procedure, hosting]

QA [inspection/audit policy, record maintenance]

Data Handling [documentation, error correction codes, 
transcription, copy certification, security]

Significant Figures/Rounding

Archive [what & when, retention times, archivist duties, security, 

discontinued business plan]
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SOP SUBJECT [Ä160.81(b)]

Equipment Operation and Maintenance 

Test System Area Selection, Preparation, and Identification

Test System Care [maintenance, observation, disposition]

Test Substance [receipt, confirmation of identity, storage, handling, 
spills,disposal, records]

Spray Mixes and Application Methods [measuring equipment 
accuracy, handling]



January 2008
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SOP SUBJECT [§160.81(b)]

Specimen/Sample Collection [methods, contamination and 
deterioration prevention, identification, storage]

Sample Processing [e.g. drying, segmenting; contamination 
prevention]

Sample Packaging & Shipping [contamination & deterioration 
prevention, destination notification]

Testing Methods [e.g. pH, moisture, water hardness]

Weather Data Collection (Validation process if on-site)



January 2008

FIELD FACILITY CHECKLIST

FACILITIES; GENERAL [Ä160.41]

Adequate size, location, security, cleanliness, separation

TEST SYSTEM [Ä160.43, Ä160.45]

Adequate source of Test Systems 

Adequate field history for Test System sites

Adequate isolation of Test System sites
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TEST SUBSTANCE [Ä160.47, Ä160.107]

Temperature control (typical range:___________)

Temperatures measured and documented

Separation [GLP from Maintenance; mixing from storage]

Adequate housekeeping [cross-contamination, safety]

Chain of Custody [waybills, logs]
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TEST SUBSTANCE [Ä160.47, Ä160.107]

Adequate security

Ventilation

Appropriate measuring devices [type, capacity]



January 2008

FIELD FACILITY CHECKLIST

SAMPLE HANDLING AND STORAGE [Ä160.49]

Adequate size and type

Clean

Separation [prevention of cross-contamination]

Properly identified [e.g. untreated, treated, numbered]

Temperature measured and documented

Alarm system



January 2008

FIELD FACILITY CHECKLIST

SAMPLE HANDLING AND STORAGE [Ä160.49]

Emergency power-failure plan

Adequate security [lockable freezers, lockable room]

Sample log [into and out of freezer, shipment]

Processing area separate from chemicals and clean

Packaging supplies and area separate and clean
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ARCHIVES [Ä160.51, Ä160.190]

Adequate protection from deterioration

All pertinent data archived [e.g. logs, weather, personnel, 
correspondence,superseded SOP's, phone logs]

Retention periods understood [per Ä160.195]

Limited access

Sign in/out [file accessed, date/time removed/returned]
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ARCHIVES [Ä160.51, Ä160.190]

Separate from working files

Designated Archivist/Back-up [named in Org. Chart and shown in

Job Responsibilities]

Materials readily retrievable

Are electronic media stored? If so, how?
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DESIGN [Ä160.61]

Appropriate types [adequate capacity]

Readily available

Appears clean and well-maintained
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MAINTENANCE/CALIBRATION [Ä160.63]

SOP's followed [manuals followed if referenced]

Maintenance/Calibration Logs current

"Routine" or "Non-routine" specified [SOP referenced]

Non-routine maintenance detailed per Ä160.63(c)

Archived at end of year [inspect for completeness]



January 2008

FIELD FACILITY CHECKLIST

SAFETY [Ä160.29(d) & (e)]

Appropriate protective gear available for personnel

Adequate means provided to handle spills
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ñFARMING  LOOKS  MIGHTY EASY  

WHEN  YOUR  PLOW IS  A  PENCIL  

AND  YOUôRE A  THOUSAND  

MILES  FROM A  CORNFIELDò

Å Dwight D. Eisenhower,

Peoria, IL, 1956



January 2008

AND NOW FOR 
SOMETHING COMPLETELY 

DIFFERENT
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Young Man, put down that checklisté I saidé

Young Man, was there something you missed?
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I said Young Man, I must insisté

You better check your calculationsé.
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Young Man, what was the EPA thinkinô?

I said Young Man were they all drinkinô?
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When they came up with these stinkinô

Rules and regulations...

(All together now é)



January 2008

yesé

I M Q A
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Weôre still swimming in paper, 

and thatôs a facté
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Whatever happened to the 

Paperwork Reduction Act? 
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I       M      Q      A


