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• Switch to audio feed only for better connection. Chinese attendees click at Live Stream (China)

• Break

• We’ll be using Slido for Q&As, please click Slido tab to enter your questions or go to https://www.sli.do/ to 

pose questions with the code #U662

• Exam 

• Certificates 

• Feedback survey

Practicalities

https://www.sli.do/
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Anti-Trust Statement



Welcome to the virtual 
PSCI  Auditor Training 2020
Dr. Birgit Skuballa 

Head of HSE Audits & Supplier Management 

Bayer AG

PSCI Audit Committee Co-Chair 
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✓ To ensure and support that all auditors meet the minimum 
qualifications and experience required to conduct PSCI Audits

✓ To further improve the overall quality of PSCI Audits

✓ To support suppliers in understanding and preparing for PSCI Audits

Why are we conducting this training?
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The PSCI Auditor Training in 2020

▪ This  virtual training has been designed  especially for auditors from 3rd party 
audit firms, auditors from PSCI Members auditors and  - new! - also their 
suppliers.

▪ The training has been organized  by the PSCI Audit Committee and the PSCI 
secretariat (Carnstone) and will be provided by Senior Audit experts from 
PSCI member companies.

▪ The training will cover
- the proper use of the PSCI SAQ/Audit Protocols, audit preparation, audit 

execution and writing of audit findings
- Social auditing
- Environment (including PiE (Pharmaceuticals in the Environment), AMR

(Antimicrobial Resistance), Stormwater management) 
- Health & Safety (including General Safety, Process & Plant Safety, 

Occupational Safety & Industrial Hygiene,  High-Risk Work & Red Flags 
for Dangerous Working)

- Emergency Preparedness & Response
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Special Focus on India
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▪ This training is addressed to all auditors who conduct or plan to 
conduct PSCI Audits

▪ Besides that, this time we have put a focus on auditing in India, as 
many pharmaceutical companies as well as suppliers and contract 
manufacturers of the PSCI Members are in India.
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Our Speakers
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Manjit Singh
Centrient

Kumarkrishna Bhattacharjee
Novartis

Birgit Skuballa
Bayer

Dinesh Subhedar
Novartis 

Pratap N. Padalkar
Gilead 

Daniel Rehm
Elanco

Paul Barnett
GlaxoSmithKline

Jon Stanway
GlaxoSmithKline

Roberta Haski
Elanco
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Training Agenda – Day 1 and 2
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Training Agenda – Day 3 and 4
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Exams and PSCI Certificate of Participation
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THANK YOU 
AND

ENJOY THE
PSCI AUDITOR TRAINING

2020!  

VIRTUAL AUDITOR TRAINING NOV-DEC  2020



PSCI Audit Update
Dr. Birgit Skuballa 

Head of HSE Audits & Supplier Management 

Bayer AG 
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BIO
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Dr. Birgit Isabelle Skuballa
▪ Current position and responsibilities: Bayer AG, Corporate HSE, global Head of HSE Audits & 

Supplier Management 

▪ Location: based in Leverkusen, Germany

▪ Background: PhD in Organic Chemistry  (University of Karlsruhe, Germany); post-doc at 
Nagoya University (Japan); ISO14001/OHSAS18001/17025 Lead Auditor; SA8000 Auditor, 
global Bayer HSE Audit Team Lead

▪ Experience: 25+ years within Pharma/Chemical Industry (Schering AG / Bayer) in the areas 
of API and pharmaceutical production, GMP/Quality Audit , HSE Management Systems, 
Responsible Care, HSE Data Management, global internal HSE Audits, Supplier Audits (PSCI, 
HSE, Social), Due Diligence

▪ Roles in PSCI: former PSCI Board Member, currently PSCI Audit Committee Co-Chair 

▪ Contact information: birgit.skuballa@bayer.com

mailto:birgit.skuballa@bayer.com


AGENDA 

OVERVIEW ON PSCI AUDITS

GENERAL PSCI AUDIT PROCESS

PSCI SAQS AND AUDIT REPORT TEMPLATES 

AUDIT REPORT WRITING
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WHY DO WE AUDIT?

▪ PSCI Audits are designed to assess a supplier's performance against 
the PSCI Principles as well as against international standards and 
agreements, and local regulatory requirements in the areas of: 
Ethics, Labor, Health & Safety, Environmental Protection and 
Management Systems. 

▪ The PSCI Audit Program provides a framework and methodology to 
ensure PSCI Audits are carried out in accordance with PSCI 
Standards, thereby delivering a credible, transparent and 
consistent audit approach.

▪ Our goal is to ensure that the PSCI auditing model and tools 
become the norm for our industry.

▪ We encourage members to use the PSCI tools and their suppliers to 
share the results.
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THE PSCI AUDIT PROGRAM GUIDANCE
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▪ Developed and regularly updated by the PSCI Audit Committee as an information source 
for PSCI members, 3rd Party Audit Firms, suppliers, and other interested stakeholders

▪ The PSCI Audit Program Guidance explains and specifies the requirements and procedures 
for a credible, transparent, and consistent audit approach, together with three other 
documents:

- PSCI Principles

- PSCI Implementation Guidance

- PSCI SAQ /Audit Report templates (Full: Word & Excel;  Abbreviated: Word & Excel)

▪ Provides foundation for the PSCI audit program:

- Defined PSCI audit objectives and scope

- A defined methodology for the audit process from initiation, through execution to 
reporting (including specifics for remote audits)

- A defined methodology for responding to audit findings and corrective action tracking

- A defined mechanism for sharing of audit reports

- Clear requirements and defined minimum qualifications and experience for auditors 
conducting PSCI audits.

https://pscinitiative.org/resource?resource=3
https://pscinitiative.org/resource?resource=1
https://pscinitiative.org/resource?resource=2
https://pscinitiative.org/resource?resource=32
https://pscinitiative.org/resource?resource=319
https://pscinitiative.org/resource?resource=31
https://pscinitiative.org/resource?resource=318
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MAIN UPDATES IN THE PSCI AUDIT GUIDANCE

▪ Included revised SAQ/Audit Protocols 
- Auditor guidance notes embedded in the SAQ/Audit templates

▪ Revised audit findings classification 
- Now two methodologies (critical/others or critical/major/minor)

▪ Added new external reference (AMR Alliance) & reference to pre-audit information resources (OSHA, IPE)

▪ Updated qualification of social auditors 
- Equivalent training to SA8000 Training, including an example of BSCI training 

▪ Provided more guidance and details on audit duration and audit process activities 
- Risk-based audit approach in case of time-constraints i.e. cover questions where there are additional 

auditor guidance notes in SAQ/ Audit templates 
- Audit duration for medium office: 1-2 days, same as large office

▪ Added language on option of suppliers to share PSCI SAQs/Audit Reports digitally and it being the preferred 
sharing method

▪ Addition/update of links to web pages & resources

▪ Improve language in whole document

▪ Addition of specifics on remote / partly remote audits 
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WHO CARRIES OUT PSCI AUDITS? 

➢ In order to ensure the integrity of the audit process, PSCI Audits are carried out either by 
professional and independent 3rd party audit firms incl. qualified auditors or by PSCI member 
internal auditors.

➢ Note: PSCI Audits can be initiated by PSCI members or self-initiated by suppliers

➢ PSCI has currently approved fifteen professional, independent 3rd Party Audit firms to 
conduct PSCI Audits, see https://pscinitiative.org/auditCollaboration

➢ On the contact details of the 3rd Party Audit firm it is indicated for which supplier categories 
and which audit type the firm is approved , e.g.:

➢ Audit Firm 1

➢ Audit Firm 2 

➢ Audit Firm 3 
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SELECTION OF INDIVIDUAL AUDITORS 

▪ All auditors who carry out PSCI Audits must be 
appropriately qualified and have applicable 
auditing and industry experience

▪ Details are defined in the PSCI Audit Program 
Guidance, Chapter 4

▪ 3rd party audit firms must ensure that only 
appropriately qualified auditors are proposed to 
PSCI Members or Suppliers (in case of self paid 
audits)

▪ PSCI Member Auditors are qualified equivalently

▪ A PSCI Auditor evaluation tool is available for 
checking 3rs party auditors for Type C audits 
against PSCI requirements 
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EXPECTATIONS OF PSCI AND PSCI MEMBERS

A Standard Framework Agreement with each of our current and future 3rd party audit firms is in place, which 
outlines the PSCI expectations on conducting PSCI Audits, covering the following aspects:

➢Audit performed according to latest audit program and documentation is complete with all required data in 
English

➢Audit documentation does not contain customer-supplier relationship, competitive sensitive information, 
or personally sensitive data 

➢Audit firm pre-screens and proposes appropriate auditors per criteria for Supplier type A, B & C as per PSCI 
audit guidance document.

➢Audit firm ensures that Auditors are familiar with and trained on Key PSCI Audit documents/webinars

➢Audit firm conducts internal quality assurance review of audit reports 

➢Audit firm has feedback mechanism on auditors and take measures to ensure appropriate auditor conduct 

➢ Escalation mechanism in place between PSCI  (via PSCI Secretariat) & audit firm for issues 

➢Reasoning and method for audit firm removal from qualified PSCI Audit List (e.g. due to violations of 
agreement or guidance document)

VIRTUAL AUDITOR TRAINING NOV-DEC  2020 21
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PSCI GUIDANCE TOOLS FOR AUDITORS

Collaborative auditing embeds the PSCI Principles in our supply chain. The PSCI has developed guidance tools 
tailored for our industry for assessing performance and risk. These include:
➢ PSCI Principles

➢ PSCI Implementation Guidance

➢ PSCI Audit Guidance

➢ PSCI Introductory Training for Auditors - webinar

➢ Full PSCI SAQ & Audit Report Template for Core Suppliers, External Manufacturers, Component and Material Suppliers - word

➢ Full PSCI SAQ & Audit Report Template for Core Suppliers, External Manufacturers, Component and Material Suppliers - excel

➢ Abbreviated PSCI SAQ & Audit Report Template for Service Providers & General Manufacturers (word and excel)

➢ PSCI SAQ & Audit Report Template Update - 20th February 2019 - webinar

➢ Introduction presentation for PSCI audit opening meeting

➢ Pre-Audit Document Request List

➢ Corrective Action Plan – excel and word

➢ Data Sharing Agreement

➢ PSCI Audit Sharing Platform Supplier User Guide 

➢ PSCI Auditor Evaluation Tool

22

Chinese 
and 

Japanese 
translations 

available

Also Chinese
Version  available
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https://pscinitiative.org/resource?resource=1
https://pscinitiative.org/resource?resource=2
https://pscinitiative.org/resource?resource=3
http://psci.webex.com/psci/onstage/playback.php?RCID=49c1eba8d65243420280b73d26686da1
https://pscinitiative.org/resource?resource=32
https://pscinitiative.org/resource?resource=319
https://pscinitiative.org/resource?resource=318
https://pscinitiative.org/resource?resource=31
https://pscinitiative.org/resource?resource=318
https://pscinitiative.org/resource?resource=365
https://pscinitiative.org/resource?resource=301
https://pscinitiative.org/resource?resource=282
https://pscinitiative.org/resource?resource=303
https://pscinitiative.org/resource?resource=285
https://pscinitiative.org/resource?resource=283
https://pscinitiative.org/resource?resource=290
https://pscinitiative.org/resource?resource=317
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FREE PSCI RESOURCES

Recent PSCI Resources recommended for both auditors and suppliers:

➢Modern Slavery Webinar

➢Ethics Webinar - Anti-Bribery and Corruption & GDPR

➢Webinar on Antimicrobial Resistance

➢Webinar on Emergency Preparedness and Response

➢Webinar on Water Stress Management

➢Webinar on Evaluating Supplier Ethics and Compliance Practices and Programs

➢PIE/AMR Deep Dive Seminar Slide deck

➢PiE/AMR Webinar (Wastewater treatment technologies) - Recording and slides

➢Consolidated PEC:PNEC Calculator Tool for assessing API discharges

➢Predicted-No-Effect-Concentration (PNEC) resource links

➢Best Management Practices for Leak and Spill Control

➢Process safety (hazardous reactions) Webinar - Recording and Slides

➢PSCI Webinar: Managing active pharmaceutical ingredients (API) in manufacturing effluent
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https://pscinitiative.org/resources
https://pscinitiative.org/resource?resource=416
https://pscinitiative.org/event?event=44
https://pscinitiative.org/resource?resource=387
https://pscinitiative.org/resource?resource=381
https://pscinitiative.org/resource?resource=367
https://pscinitiative.org/resource?resource=351
https://pscinitiative.org/resource?resource=482
https://pscinitiative.org/viewResource?resource=742
https://pscinitiative.org/resource?resource=385
https://pscinitiative.org/resource?resource=342
https://pscinitiative.org/resource?resource=18
https://pscinitiative.org/viewResource?resource=528
https://pscinitiative.org/viewEvent?event=14
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PSCI SUPPLIER CATEGORIES

For auditing purposes, suppliers are categorized according to their activities:

- "A" - service providers

- "B" - component  & material suppliers

- "C" - core suppliers & contract manufacturers 
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PSCI SAQS & AUDIT REPORT PROTOCOLS
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https://pscinitiative.org/resource?resource=32https://pscinitiative.org/resource?resource=31

Abbreviated PSCI Self Assessment Questionnaire 
(SAQ) & Audit Report Template for Service 
Providers & General Manufacturers

Full PSCI Self Assessment Questionnaire (SAQ) & 
Audit Report Template for Core Suppliers, 
External Manufacturers, Component and 
Material Suppliers

USE FOR “B”  and “C” SUPPLIERS!!USE FOR “A” SUPPLIERS!!

https://pscinitiative.org/resource?resource=32
https://pscinitiative.org/resource?resource=31
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PSCI SAQ/AUDIT TEMPLATES (WORD AND EXCEL)

27

!!Preferred Format!!
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ONSITE, PARTLY REMOTE OR FULLY REMOTE AUDITS 

New! By the end of October revised PSCI SAQ/Audit Report templates will be available also covering remote/partly 
remote audits. Auditors must indicate on the “overview and guidance” part of the audit report how the audit was 
conducted – onsite, partly remote or fully remote
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WORD VERSIONS – Findings classifications

29

▪ Findings classifications, only the relevant 
executive summary should be filled in, 
depending on the findings classification 
methodology selected, i.e. either

- Critical / Major / Minor (preferred)

- Critical / Other

Note: 

for details on audit finding classification 
see section “Audit Report Writing”
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WORD VERSIONS – Auditor guidance (1)

Auditor guidance: the updated auditor guidance has been added to the tool using endnotes.

To view the guidance for a question hover over the ‘AUDITOR GUIDANCE’ note against that question

1) To view the guidance pop-up
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WORD VERSIONS – Auditor guidance (2)

2) To view the full guidance text

To access the full auditor guidance, 
double click the letter next to 
‘AUDITOR GUIDANCE’. This will take 
you directly to the end note in the 
auditor guidance section at the end 
of the document.
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EXCEL TEMPLATE: KEY FEATURES (1)

▪ Preferred tool as we can drive 
overall evaluation of audit 
results better

▪ Separate tabs for the separate 
sections of PSCI Principles 

▪ Extra tab for company specific 
questions (which can be 
removed before sharing)

▪ Colour coding to make 
obvious who should complete 
each section 

▪ Integrated spell check 
function 

▪ Green highlighting to track 
completed cells
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EXCEL TEMPLATE: KEY FEATURES (2)

33

▪ Detailed Auditor 
Guidance notes for 
questions covering 
higher risks

▪ Drop downs to 
standardise 
responses where 
appropriate
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EXCEL VERSIONS – Findings classifications 

▪ Findings classifications, in the excel version the classification method needs to be selected before 
starting the evaluation and must not be changed in the process. Select the findings classification 
required from the summary table on the ‘Overview & Guidance’ tab it will update automatically to: 

– Critical / Major / Minor (preferred!)

– Critical / Other

34VIRTUAL AUDITOR TRAINING NOV-DEC  2020



PSCI @PSCInitiative

EXCEL VERSIONS – Auditor guidance 

▪ Auditor guidance, the additional auditor guidance that has been added is included in an ‘Additional 
Auditor Guidance’ column (K) in the excel tool. 

▪ In case of time constraints, questions with auditor guidance notes should be preferably answered.
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EXCEL VERSIONS – Additional findings

▪ Space for additional findings, this is provided at the end of every section. This is aimed at 
including space for auditors to provide additional findings against a topic, like Environment 
that do not fit against a specific question. 
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EXCEL VERSIONS – Reviewer comments 

▪ Reviewer comments, we’ve included an additional column (O) at the very right of each form for 
reviewer responses.  This is intended to be a column where a reviewer can comment against 
questions if they have comments. 
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EXCEL VERSIONS – CAP sheet updated

▪ CAP sheet updated, we’ve removed the Macro from the CAP sheet.  The CAP sheet functionality 
is similar, but there are a few minor changes to how it works.  Now findings can be filtered using 
the option menu at the top of the table.

In order to go back to reset 
the view, select this button
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EXCEL VERSIONS – Other points to consider

▪ Excel was unlocked in order to make using them simpler.

Please take care  NOT to:

- Change any questions, similarly to the word version

- If combining sheets keep to the original sheet names, or the CAP sheet won’t work correctly

▪ Spell check was updated, we’ve removed the spell check Macro, as it was causing compatibility issues.  
Users now need to need to spell check using F7.  This is clearly indicated at the top of each sheet where 
the spell check macro button used  be
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COMPLETING THE PSCI PROTOCOLS 

TIPS/HINTS  FOR AUDITORS

➢Please do not change the report format and do not change the answers given by the supplier in 
the SAQ sections

➢Auditors are generally asked to complete all questions that apply. If a question does not apply, 
please mark it NA (Not Applicable) 

➢If – e.g. in case of time constraints - some questions cannot be covered, this needs to be 
indicated as well. 

➢ In case of time constraints a risk approach should be considered, and a focus should be set on 
the questions where auditor guidance notes are available

➢Comments of the auditors should not be a simple copy and paste of the SAQ answer provided by 
the supplier or should not be a turn around of the audit question to an answer. Comments 
should reflect the auditor’s actual observations during onsite audit.

➢Please insert photographs when applicable and feasible, following the instructions as mentioned 
in the audit protocols
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COMPLETING THE PSCI PROTOCOLS 

TIPS/HINTS  FOR SUPPLIERS

➢Please do not change the report format

➢Suppliers are asked to complete all questions that apply. If a question does not apply, please mark 
it NA (Not Applicable)

➢Please add links or additional information where requested

➢Provide explanations in case it is requested

➢Check the auditor guidance notes in case you need further explanations in answering questions
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COMMON ISSUES SEEN IN UPLOADED AUDIT REPORTS

▪ Outdated template: Some auditors fail to use the latest template available (Version 6.0 - January 2019. – see Word, Excel). Note that 
the templates will be updated by the end of October with a indication if the audit was conducted onsite, partly remote or fully 
remote.

▪ Audit Reports with incomplete sections indicated as Full Audits: Some audits were uploaded as ‘full audit’ when only the HSE sections 
or Ethics & Labour sections were evaluated. In such cases, the audit must be indicated as an HSE or Labour rights audit. 

▪ Incomplete SAQ in supplier self-initiated audits: In some SSIAs, while all the sections are audited, some sections in the SAQ are left 
blank. We need to stress that the process of supplier completing SAQ before an audit needs to be strictly followed for SSIAs.

▪ For Chinese sites, some SAQs are filled only in Chinese .  Sites and Auditors need to ensure that final SAQs  reports are in English.

▪ Inconsistent use of audit classification methodology. In some reports, we see auditors first indicating the use of the critical/others 
classification, then use Critical/Major/Minor or Other-Major/Other-Minor in classifying findings. Some auditors fail to indicate the 
method at the beginning of the report. Auditors need to decide on one of the methodologies and then stick to it consistently.

▪ Inconsistent format in CAPR reporting:
- Auditors should either use the CAP section in the PSCI audit template or upload a separate PSCI CAPR to summarise findings. 
- Agreed Corrective Actions, Completion Timescale and Verification Method are often left unfilled in the CAP section. Such 

information is mandatory as it’s useful for later review.
- In separate CAPRs, auditors generally used their own format, which doesn’t include Agreed Corrective Actions, Completion 

Timescale and Verification Method as in the PSCI template. 

▪ Signings by sites and auditors at the end of the report are often left blank.

▪ Audit property info containing auditor/sponsor info is often left unredacted. Property info can be found in ‘File’ > ‘info’ (word/Excel), 
or ‘File’ > ‘Properties’ (PDF).
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GENERAL PSCI AUDIT PROCESS
AUDIT APPROACH

Three
Phases

Pre-Audit Activities
On-Site / partly 

remote / remote 
Activities

Post-Audit 
Activities
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EXAMPLE PRE -AUDIT ACTIVITIES

Audit 
company

Supplier

PSCI 
member

Completes the SAQ

Sends supplier 
nominations

for audits 

Sends the completed 
SAQ along with 

supporting documents 
back to the audit 

company 

Finalizes the audit 
dates with the 

supplier

Sends the SAQ*, 
DSA** and document 

list to the supplier

Receives supplier 
nominations

Sends audit agenda 
to the supplier

*SAQ – Self assessment questionnaire         **DSA – Data sharing agreement

Reviews the SAQ and 
calculates the audit man-
days and the number of 
auditors. Aligns with the 

PSCI client

Confirm the audit man-
days and the number of 

auditors 
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AUDIT PREPARATION

TIPS/HINTS  FOR AUDITORS

➢Study the PSCI SAQ including the provided documents 

➢Ask for any additional information if needed from both the sponsor of the audit (if applicable) 
or the supplier

➢Check with the client if there are any special topics that need to be considered 

➢Provide the supplier with an agenda and a tailored PSCI Pre-Audit Document checklist

➢Check the website of the auditee

➢Carry out some background research about the auditee, 
e.g. media reports about environmental issues (for China: IPE database, relevant databases or 
reports about fatalities, accidents, incidents, loss of primary containments, news about legal 
issues etc.

➢Check if there are any special instructions upon arrival  (be prepared to show identification if 
required, ask where to sign in, who to ask for upon arrival…)

➢Check if any special personal protective equipment is required
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AUDIT PREPARATION

TIPS/HINTS  FOR SUPPLIERS (AUDITEES)

➢ Understand that the upcoming PSCI Audit is a chance for continuous improvement

➢ Be clear on the scope of the audit and contact the auditor or the sponsor of the audit (PSCI Member) in case of any 
questions

➢ Complete the PSCI SAQ and provide it along with all requested information/links to the auditor

➢ Inform and brief relevant groups about  important aspects of the upcoming audit

- Site management

- Workforce
- Union or other worker representatives

- Any labor providers (agencies) the site uses

➢ Ensure that correct key personnel and documentation  as requested by the auditor is available on the day(s) of the audit

➢ Prepare a brief overview of your facility and processes

➢ Inform management and employees that auditors will randomly pick employees for individual and group interviews relating to 
their labor situation, and that employees have the right to refuse being interviewed without reason or consequence; 
employees should be informed about their right for data privacy in this context;

➢ Conduct a self-audit of your site/facility prior to the PSCI Audit – this will help to identify and correct any issue in advance  
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PSCI ONSITE AUDIT PROCESS
Opening meeting 

➢ includes a short introduction round, 
reminder on  scope of the audit and 
alignment of final agenda

➢ Involved parties: audit team, site/plant 
management, HR, works council rep., HSE, 
engineering, production management 

Site tour 

➢ Production

➢ Other relevant 
infrastructure areas 
(e.g. wastewater, 
waste, utilities)

➢ If allowed, photos 
may be taken

Interviews

➢ With 
representatives 
of site leadership, 
HR, HSE, 
Engineering,

Pre-closing meeting: 

➢ Internal discussion among 
the auditors

➢ Preparation of the 
preliminary CAP 
(Corrective Action Plan) 

Closing meeting  

➢ Presentation of best 
practices and audit 
findings and 
preliminary CAP 

➢ If possible, signing of 
preliminary CAP by 
both parties 

Opening meeting Site tour Pre-closing meeting Closing meeting Document 

check 

Document review 
and discussion
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Employee Interviews

Management Interviews

Document review

➢ Permits, licenses, policies, SOPs, records 
(see e.g. PSCI pre audit  document list)

Discussions

➢ With technical experts and 
management (e.g. HSE, engineering, 
production)  

Interviews

➢ Conducted in groups or 
with individuals

➢ Consideration of different 
shift pattern, worker 
types, gender etc

VIRTUAL AUDITOR TRAINING NOV-DEC  2020



PSCI @PSCInitiative

OPENING MEETING

TIPS & HINTS FOR AUDITORS

➢Be on time!

➢Thank the management for hosting the audit

➢ Introduce yourself and audit team and ask the other participants to introduce 
themselves (facilitated by business cards & list of attendees)

➢Provide a brief background about PSCI in case the company is unaware

➢Explain the purpose and the benefits of the PSCI Audit

➢Explain the audit plan (including areas to be inspected); be flexible if needed

➢Ask the auditee to provide an overview of their facility and processes

➢Ask if you may take photographs of selected areas (do not insist taking 
photographs if the auditee denies it)

➢Ask for safety instructions and evacuation plan if not provided by the company.
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PHYSICAL INSPECTION OF THE FACILITY

TIPS & HINTS FOR AUDITORS

➢Good time management is key, especially during site tours

➢Allow for sufficient time for the site tour, do NOT spend most of the time with 
document review in the office

➢Ask for a site map for the tour to help you with the site orientation

➢Keep in mind that gowning procedures in pharmaceutical finishing plants may 
require a significant amount of time

➢ Inspect main production areas, but be careful to reserve time for other areas 
(e.g. warehouses, waste storage/treatment, wastewater treatment units and 
other utilities are also important to visit)

➢Try to inspect critical activities especially those with high risk potential e.g. 
construction activities, working in height, inspection & sampling, 
loading/unloading, material handling and transfer, waste packing and pick-up, 
confined space entry

➢Observe the facility also from the outside
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POINTS TO CONSIDER FOR REMOTE AUDITS 

▪ More time needed for overall planning and aligning with auditee prior to audit

- Detailed communication/agreements on logistics and technology is important
- Use of technology the auditee is familiar with / prefers to use

- Perform technology tests in advance

- Consider what to do if technology fails
- Documentation should be requested and evaluated prior to the audit and not 

during the discussion part

- Data privacy topics to be clarified (additional non-disclosure agreements may be 
needed)

▪ Key personnel needs to be available during the whole audit

▪ Designate host to organize agenda and flow

▪ Keep attendees on track with the timing during the remote part

▪ Videos/Streaming: 

- Define specific processes to be checked rather than simulation of a full site tour 

- Clarify in advance what kind of streaming / photos are possible (consider data 
privacy, ex zones /hazardous areas or GMP areas) 
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BEHAVIOR DURING AN AUDIT
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How an auditor should behave: 

What an auditor should do:  

VIRTUAL AUDITOR TRAINING NOV-DEC  2020



PSCI @PSCInitiative

CLOSING MEETING (1)

➢Thank the management for their time, patience and openness

➢Re-confirm the purpose of the audit; 

➢Mention good working practices that have been observed during the audit; 

➢Explain that the audit was based on a sample examination of their site and that it is the site’s 
responsibility to conduct a deeper investigation into their programs; 

➢Explain which findings and improvement potentials have been observed during the audit, 

➢Remind the supplier that they may challenge/discuss findings (or provide factual evidence that 
a finding was incorrect) in this meeting, but any issues they have agreed to will not be 
changed later; 

➢Besides listing the findings, ensure that any agreements or disagreements are clearly recorded 
on the Preliminary Corrective Action Plan; 
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CLOSING MEETING (2)

▪ If possible: Obtain the signature of the site management on 
this Preliminary Corrective Action Plan Report; 

▪ Explain the next steps; Drafting of PSCI Audit Report and PSCI 
Corrective Action Plan, quality control of the audit report,  
finalization of the PSCI Audit Report and Corrective Action 
Plan Report and distribution to supplier and to the respective 
PSCI member; 

▪ Encourage the management of the site to allow for sharing of 
the PSCI Audit Report and Corrective Action Plan Report with 
other PSCI member companies 
(either by signing the PSCI Data Sharing Agreement or by 
sharing online via the PSCI audit sharing platform)

54VIRTUAL AUDITOR TRAINING NOV-DEC  2020



PSCI @PSCInitiative

EXAMPLE POST AUDIT ACTIVITIES 
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Prepares the draft 
audit report 

Reviews the draft 
audit report/CAPR

Makes necessary 
corrections if any

Receives Audit 
Report and takes 
necessary action 

Sends feedback to 
the Audit company

Sends the draft 
audit report/CAPR 

to PSCI member for 
review

Sends the Final 
audit report/CAPR

Receives the final 
Audit Report 

/CAPR

PSCI 
member

Audit 
company

Supplier

Internal quality 
check of audit 

report and CAP

!
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AUDIT REPORT WRITING

Note: Audit Report writing already starts during the audit!

➢Ensure that notes are accurate (all are potentially “discoverable”)

➢Document all evidence reviewed (even if it is not a finding)

➢Take photos of documents & situations, if allowed

➢Document where a photo was taken

➢Note title/job description/area of interviewees 

(but never give names in the audit report)

➢Note specific ID # for an SOP, other documents, equipment etc.

➢ If possible, give # reviewed of total # available
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WRITING AUDIT FINDINGS (1)

TIPS & HINTS FOR AUDITORS

➢Use full sentences  and keep them short, to the point

➢Report facts, not opinions

➢Define all acronyms when used the first time

➢Do not make legal conclusions (e.g., “not compliant…”)

➢Limit the use of adjectives (e.g. “always,” “every,” “any,” “none”)

➢Do not exaggerate or overstate

➢Use everyday language, avoid technical jargon

➢Consider language like “was not available,” “no evidence of,” versus “there was no…” 

➢Use “active voice”

OK: wastewater operator performs weekly wastewater sampling at the outfall point for criteria A, B, & C. 
The results are shared monthly with the local authority as per permit.
Not OK: sampling was performed of the wastewater
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WRITING AUDIT FINDINGS (2)

Following basic questions should be considered while writing a finding:

➢Who? is involved in the finding 

➢What? is the subject of the finding

➢When? did the finding take place

➢Where? was the location of the finding

➢How? did the finding come about and provide if possible, examples

➢How often? does the finding happen: a single event/case or a systematic error

And: Challenge significance of each finding by asking “So what?”
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FINDINGS MISTAKES

The audit team was told that there have been a number 

of spills of hazardous materials by the maintenance 

staff. The audit team recommends that these individuals 

be disciplined and retrained.

It seemed that the emergency exits in the warehouse 

were not always signed.

Bob Myer reported that work permits were not always 

issued when staff enters confined spaces. This violates 

the site´s confined space entry program.

The emergency response plan was found deficient and 

should be improved. This is a serious concern.
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WHAT´S WRONG WITH THESE AUDIT FINDINGS?
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FINDINGS MISTAKES

The audit team was told that there have been a number 

of spills of hazardous materials by the maintenance 

staff. The audit team recommends that these individuals 

be disciplined and retrained.

Be precise and avoid including 

hearsay. 

Don´t put recommendations into 

findings. Don´t recommend 

disciplinary measures

It seemed that the emergency exits in the warehouse 

were not always signed.

Bob Myer reported that work permits were not always 

issued when staff enters confined spaces. This violates 

the site´s confined space entry program.

The emergency response plan was found deficient and 

should be improved. This is a serious concern.
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WHAT´S WRONG WITH THESE AUDIT FINDINGS?
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FINDINGS MISTAKES

The audit team was told that there have been a number 

of spills of hazardous materials by the maintenance 

staff. The audit team recommends that these individuals 

be disciplined and retrained.

Be precise and avoid including 

hearsay. 

Don´t put recommendations into 

findings. Don´t recommend 

disciplinary measures

It seemed that emergency exits in the warehouse were 

not always signed.

Avoid including terms like “seems” 

and “not always”. 

Bob Myer reported that work permits were not always 

issued when staff enters confined spaces. This violates 

the site´s confined space entry program.

The emergency response plan was found deficient and 

should be improved. This is a serious concern.
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WHAT´S WRONG WITH THESE AUDIT FINDINGS?
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FINDINGS MISTAKES

The audit team was told that there have been a number 

of spills of hazardous materials by the maintenance 

staff. The audit team recommends that these individuals 

be disciplined and retrained.

Be precise and avoid including 

hearsay. 

Don´t put recommendations into 

findings. Don´t recommend 

disciplinary measures

It seemed that the emergency exits in the warehouse 

were not always signed.

Avoid including terms like “seems” 

and “not always”. 

Bob Myer reported that work permits were not always 

issued when staff enter confined spaces. This violates 

the site´s confined space entry program.

Hearsay (no real factual evidence)

Do not mention names of 

employees

Avoid terms like “not always”

“violates”– avoid extreme language

The emergency response plan was found deficient and 

should be improved. This is a serious concern.

63

WHAT´S WRONG WITH THESE AUDIT FINDINGS?
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FINDINGS MISTAKES

The audit team was told that there have been a number 

of spills of hazardous materials by the maintenance 

staff. The audit team recommends that these individuals 

be disciplined and retrained.

Be precise and avoid including 

hearsay. 

Don´t put recommendations into 

findings. Don´t recommend 

disciplinary measures

It seemed that the emergency exits in the warehouse 

were not always signed.

Avoid including terms like “seems” 

and “not always”. 

Bob Myer reported that work permits were not always 

issued when staff enter confined spaces. This violates 

the site´s confined space entry program.

Hearsay (no real factual evidence)

Do not mention names of 

employees

Avoid terms like “not always”

“violates”– avoid extreme language

The emergency response plan was found deficient and 

should be improved. This is a serious concern.

“Deficient” in what? Be precise.

“serious” – avoid extreme wording
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WHAT´S WRONG WITH THESE AUDIT FINDINGS?
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CLASSIFICATION OF AUDIT FINDINGS (1)

➢Critical Findings: Are very high-risk findings that require immediate action to protect human life, the health 
of employees or the environment; May result in loss of license to operate or serious damage to reputation; 
Require immediate corrective action by the supplier; Need to be communicated to the audit sponsor prior 
to audit report finalization.

➢Other Findings: Are all other major or minor audit findings, which need to be corrected by the supplier in 
an appropriate period of time. 
➢Major Findings: Findings that may pose major impacts to workers, the community, or the 

environment. Findings that may pose major regulatory non-compliances or illustrate systemic 
program gaps.

➢Minor Findings: Findings that may pose minor impacts to workers, the community, the environment. 
Findings that may pose minor regulatory non-compliances.

➢Non-Finding remarks: Are where the auditor wishes to raise an important comment, but this comment 
would not constitute any type of finding.

➢NOTE: When writing the audit report, please choose one of the two classification methodologies (i.e. 
either critical/other OR critical/major/minor and consistently stay with it within the report.
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Major Minor

EXAMPLES: CLASSIFICATION OF AUDIT FINDINGS

➢ Evidence of child labor

➢ Falsified record in wages, 
contracts or other documents

➢ Wage below legal minimum wage

➢ No permits or license to operate 
in place as mandated by 
authorities

➢ Systematic and regular breaches 
of legal requirements, laws and 
HSE Standards

➢ Finding that requires an 
immediate stoppage of work due 
to life threatening situation

➢ Intentional shut-down or 
bypassing of important safety 
installations

Critical

➢ No formal Ethics Policy or Company Code of 
Conduct in place covering anti bribery & corruption 
and other important company business practices

➢ No reliable records of working hours (standard 
hours & overtime hours)

➢ No management system in place for HSE 
compliance and/or risk mitigation

➢ Significant gaps in risk assessments

➢ Deficiencies in  important HSE Programs (e.g., 
permit-to work, lock out-tag out, preventive 
maintenance, HSE training)

➢ Significant deficiencies in Emergency Response 
Planning, fire detection/suppression, Management 
of Change in HSE

➢ No testing of API content in effluent OR No 
PEC/PNEC consideration OR clearly excessive limits 
set OR No/ineffective contingency plan for ETP

➢ No documented HSE objectives/targets   

➢ No/inadequate Business Continuity Plan

➢ Unsafe behaviors observed during site tour (e.g. 
not following  SOPs, not wearing required PPE, 
unsafe forklift usage, cell phone usage in ex-areas)

➢ Single cases/smaller deficiencies 
not indicating a systematic error 
e.g. 

➢ Missing of one sign but 
all other signs are in 
place

➢ A few safety data sheets 
not available in local 
language
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THANK YOU!  
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PSCI Secretariat
Carnstone Partners Ltd
Durham House
Durham House Street
London
WC2N 6HG

info@pscinitiative.org

+44 (0) 7794 557524

About the Secretariat
Carnstone Partners Ltd is an independent management consultancy,
specialising in corporate responsibility and sustainability, with a long
track record in running industry groups.

For more information about the PSCI please contact:

pscinitiative.org info@pscinitiative.org PSCI @PSCInitiative

CONTACT

WeChat

制药供应链组织PSCIAnnabel Buchan:
+44 (0) 7794 557524
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BREAK

Conference resumes at 15:05. Please come back in 10 minutes.

10 minutes
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Drive “Corporate  Social Responsibility”  
along with “Social  Audits” ...

Dinesh Subhedar 

Group Third Party Risk Management -Labour Rights (India and West Asia) 
Novartis, Mumbai, India

24th November, 2020



AGENDA

How social audit is conducted?

Case studies..  

Q&A

Why “social audit” in emerging world?

Social audit in modern era and during pandemic..

Which are the issues treated as Non Conformities   
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Dinesh SUBHEDAR, Novartis – Mumbai

VIRTUAL AUDITOR TRAINING NOV-DEC 2020

Dinesh Subhedar working with Novartis,
Mumbai India as Third Party Risk
Management – Labor and Human Rights
group auditor for India and West Asian
countries.

Dinesh has completed his management
degree in Corporate Governance and Law
from Pune university, India.

Dinesh has more than 18+ years and more
than 5000 hours of social audits experience
in the field of Manufacturing, public sector
undertakings, information technology,
chemical, petrochemicals and
pharmaceuticals industry.



PSCI @PSCInitiative

Why “social audit” in emerging world?

▪ Corporate social responsibility (CSR) is taking on an ever more important role towards

“Sustainability Development”.

Enhance the organization’s image and gain a clear

competitive advantage by demonstrating a responsible

approach to social and ethical issues to deliver the value

It is especially important for business to apply an

active and positive influence on the trust of your

stakeholders such as customers, investors, procurement,

regulators, suppliers & society.
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Purpose of “social audit”... 
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Re-defines the 
inspiring purpose

Re-creates a 
Vision that is 
aspirational

Re-develops a 
strategy that 

creates a 
sustainable value

Re-builds a 
Winning Culture !

Social Compliance Audits. Nurturing Values...
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Difference between “social  audit V/s other audits”... 
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Social Compliance Audits. Nurturing Values...
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Principles of “social audits”... 
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Social Compliance Audits. Nurturing Values...

• Aim to reflect on 
voices of all those 
stakeholders 
including families and 
individuals..

Multi 
Perspective..

• Aims to report on all 
aspects of 
Organizations work & 
performance..

Flexible, 
Comprehensive 
& Participatory 

• Aims to produce 
social accounts on 
regular basis and 
provides comparison 
of its own 
improvement..

Regular & 
Comparative

• Impartial assessment 
and audits by experts 
and brining 
accountability and 
transparency within 
society... 

Verified & 
Disclosed...



PSCI @PSCInitiative

Value system “social audits”... 
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Social Compliance Audits. Nurturing Values...
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“Social capital”...
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Social Compliance Audits. Nurturing Values...
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How social audit is conducted?
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SAQ

Desk-review

Onsite 
audits

Certification 
audits

Surveillance 
Audits

P – SAQ, Survey, Interview, Group Exercises 

D – Desk-review, On site audits 

C- Certification audits

A – Surveillance audits 

P D C A
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Steps in social audits.. 
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Preparatory 
actions

Define audit scope 
and stakeholders

Social Accounting 
& Book keeping

Use of Social 
Accounts

Dissemination Feedback of audit
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How social audit is conducted?

82VIRTUAL AUDITOR TRAINING NOV-DEC 2020

Managing the audit 
program

- Establishing audit 
program objective

- Implementing audit 
program

- Monitoring audit 
program

- Review of audit program

Conducting an audit

• Feasibility

• Audit plan

• Document review

• Collecting and verifying

• Determining audit 
conclusions

Competence & evaluation 
of auditors: 

• General 

• Personal behavior and 
communication methods

• Knowledge and skills

• Feedback of auditors

Establishing auditor 
evaluation criteria:

• Selecting auditor 
evaluation method 

• Conducting auditor 
evaluation 

• Maintaining and 
improving auditor 
competence 
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How social audits are conducted?
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Questionnaire, external 
agencies point / ratings 

Desk Review  / 

Table Top Assessment 

Physical on site audit

Virtual Audits
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SAQ...expectations & challenges...

84VIRTUAL AUDITOR TRAINING NOV-DEC 2020

Completeness 
& Adequacy 

Check Hold 
Points

Verification & 
Validation 

CAP
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SAQ...expectations & challenges...
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Topic Question Summary 

Facility Information Is the facility located in a region that has experienced any of the following 

natural disasters in the previous 50 years (check all that apply)

Total employee population onsite (including temporary, part-time and contract workers)

Migrant or Foreign Workers

Total employee population onsite (including temporary, part-time and contract 

workers) (Male and Female).

Full time employees/workers directly employed by the company

Part-time employees/workers directly employed by the company

Indirect, contract or dispatch employees/workers

Employees/workers under the age of 18

Migrant or Foreign Workers

Student workers (include students, apprentices and interns)

Management System Does the facility have any ethics, labor, environment, health and safety, 

management system accreditations, certifications, or awards?

OHSAS 18001 

ISO 14001 

ISO 50001 

SA8000 

If other, please specify: Please make a mention for TFS, SEDEX or any 

other similar type of assessments or audits including self certification 

efforts or organization.

Legal and Customer 

Requirements

Are there any historical major regulatory actions? - strikes, lockouts etc., 

Does the facility have processes in place to enforce responsible business practices, 

aligned with the PSCI Principles, with their suppliers, i.e. Labor, Ethics, Environment, 

Health & Safety? (if yes - please present and explain).

Is there a purchasing policy that ensures only approved suppliers are used? (if yes - 

please explain in detail to auditors).

Are suppliers measured against the responsible business practice expectations? (on site 

audit / assessment?).

Risk Management Does the facility and/or company have policies and/or practices in place to risk 

assess their programs and potential business impacts?

Reputation risks (community impacts, waste discharge, etc.)

Legal risks (environmental permits, fair wage practices, etc.) other methods

Does the facility or company have a process to manage all changes (e.g. raw 

materials, processes, personnel non-GMP, facilities, etc.)?

Ethics (CoC)

Labour (standing orders)

Organizational changes (any changes in procedures).

Does the supplier have Business Continuity Management program in place to 

minimize the impact of potential business disruptions, including natural disaster?

Are notification procedures/processes in place to inform customers when a crisis event 

occurs and a business continuity plan activated?

In case of strikes, lockouts etc., 
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SAQ...expectations & challenges...
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Documentation Does the facility or company maintain documentation for the following:

Audit findings 

Injury and Illness Logs 

Worker Benefits and Pay Information 

Inspections by Regulatory Agencies 

Worker Complaints 

Performance Assessments 

Training Records 

Training and 

Competency

Are workers made aware of policies and procedures, and are they trained 

accordingly?

Please explain how policies and procedures are communicated and implemented: 

Please describe training in each of the following areas: 

Ethics:      

Labor:       

Environment, health & safety:       

Emergency preparedness/response: 

General Does the facility or company have a policy(ies) (or statement of commitment) 

regarding labor practices? [effectiveness]

If yes, does the policy cover:

Prohibition of child labor

Freedom of Association, Non Harassment

Non-discrimination

Grievance mechanism

Whistle blower reporting and anti-retaliation policy

Freely chosen employment

Anti-Human Trafficking

Labor Broker Recruitment Fees/Deposits

Freedom of Movement

Recruiting and termination

Wages, Benefits, Working Hours, Overtime

Maternity / paternity leave

Leave due to short term sickness

Leave due to long term sickness

Accident/medical emergency at work

Whistle blowing 

Freely chosen 

Labour

Has the company performed a risk assessment to determine if there are areas of their 

business at risk for forced, bonded, or involuntary prison labor?

Migrant Workers Does the facility or company employ contract and/or migrant workers?
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SAQ...expectations & challenges...
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Child Labor and 

Young Workers

Does the facility or company ensure that no child labor takes place in their 

operations?

Non-Discrimination 

and Fair Treatment

Does the facility or company ensure that there is no discrimination in hiring, 

compensation, access to training, promotion, termination or retirement based on 

race, caste, national origin, religion, age, disability, gender, marital status, sexual 

orientation, union membership or political affiliation and is a corresponding policy 

in place?

Wages, Benefits, and 

Working Hours

Is overtime voluntary at the facility or company (except for legally defined 

situations of urgency or emergencies that require the full workforce)?

Freedom of 

Association

Are there mechanisms in place to allow employees and management to collectively 

express concerns and issues?

Logistics 

Subcontractors

What is the company’s process for managing human rights risks at third party 

logistics (3PL) providers?
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Case study..
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Physical infrastructure for social programs 

Benchmarking & Governance processes

Employee agreements / NDA / Non compete

Illicit drug trafficking / contract labor issues 

Supplier Improvement Programs
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Issues may be treated as “Non Conformities”..
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Identification of 
Stakeholders 

• Analysis matrix

• Methods 

• Importance of 
stakeholders on 
projects 

• Degree of influence of 
stakeholders on 
projects. 

How core values of an 
Organization are linked to 

Indicators?

• Value, Information 
areas and indicator 

• Society, department 
level values etc.,

• Identification of 
Indicators.

Participation of 
stakeholders in improving 

objectives?

• Social objectives 

• Involvement level of 
stakeholders.

• Existing practices 

• Activity V/s Impact 
analysis 

General Check list 

• Policies / Goals

• Legal support

• Core Values

• Planning

• Monitoring mechanism

• Intent of SL Teams   

• Budget 

How social indicators are 
being measured?

• Mechanism for 
measuring the 
indicators?

• Relevance 

• Scope 

• Usability

• Performance

• Targets  
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Experience on Virtual Social Audits...July, 2020
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▪ Execute tasks remotely 
▪ Preparations
▪ Document review
▪ Interviews 
▪ Dependencies 
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Questions and Answers...

Thank You...
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PSCI Secretariat
Carnstone Partners Ltd
Durham House
Durham House Street
London
WC2N 6HG

info@pscinitiative.org

+44 (0) 7794 557524

About the Secretariat
Carnstone Partners Ltd is an independent management consultancy,
specialising in corporate responsibility and sustainability, with a long
track record in running industry groups.

For more information about the PSCI please contact:

pscinitiative.org info@pscinitiative.org PSCI @PSCInitiative

CONTACT

WeChat

制药供应链组织PSCIAnnabel Buchan:
+44 (0) 7794 557524
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Exam (20 mins) & Feedback survey
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Please scan below QR Code OR click at links under “Exam & Feedback Links” tab on Live Stream page 
to access exam & feedback survey.

We recommend everyone to take the exam. Only auditors joining all the sessions and exams will receive certificates of participation. 

Exam QR Code Feedback survey QR Code
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