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Costello Labs Investigation - Recap

 Costello Laboratories is a UK-based pharmaceutical company, listed on the 
New York Stock Exchange.  

 Costello’s General Counsel, Sally Bates, received an email via the 
company hotline from a whistleblower claiming to be a former sales 
representative in the company’s Mexican subsidiary.  He claimed that he 
was fired for raising objections to providing doctors and health officials with 
expensive meals and trips in violation of the company’s Gifts & 
Entertainment Policy.

 In a second email, the same whistleblower alleged that Alf Romeo, the 
Mexico country manager, had encouraged the lavish meals and trips.  The 
whistleblower also stated that Romero had used his “connections” to get 
Placebex, Costello’s new cancer drug, listed on the Mexican government’s 
approved drug list.

3



Costello Labs Investigation - Recap

 The process of getting Placebex on the approved drug list was led by the 
company’s UK-based government relations team, under the supervision 
of Martin Shelly, Executive Vice-President for Global Business 
Development, who is thought likely to be Costello’s next CEO.  

 Bates has learned that the process involved numerous submissions to 
the Mexican Ministry of Health.  Costello’s submissions were overseen 
by Shelly, with assistance from Romeo and numerous employees in the 
UK and Mexico, some of whom are no longer with the company.

 As part of the process, Romeo also engaged a consultant, Expeditor, 
which held itself out as an expert in getting drugs placed on the approved 
drug list.  One of Expeditor’s principals is the brother-in-law of Mexico’s 
current Minister of Health.  

 Placebex has been widely prescribed since its inclusion in the approved 
drug list, and accounts for nearly 50% of the subsidiary’s revenues. 
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Initial Steps - Recap

 Initiation of Investigation
 Assessing the Complaint or Allegation
 Data Preservation
 Communications with the Whistleblower
 Interim Action and Disclosure
 Internal Reporting
 Oversight of the Investigation
 Investigation Plan
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Phase 2:  Fact Gathering



Fact Gathering

 Document Collection and Review
 Sources: Emails, Laptops, Chat Programs (Slack, GChat, etc.), Cell Phones, 

iPads, Accounting Records, Hard Copy Documents
 May require initial “scoping” interviews to identify all storage locations for relevant 

documents
 Does the company have an acceptable use policy?

 How much to gather?
 Preserve broadly, review more narrowly

 How to review?
 How much to review?
 Priority of review
 Search terms
 Deduplication
 Clustering
 Predictive Coding/TAR
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Fact Gathering

 Document Collection and Review
 Strategic planning around collection of “who, what and when” (what documents 

from whom over what timeframe) is critical
 Ensuring credibility while controlling expense 

 Hosting and review
 Document review platform
 Review protocol
 Review personnel

 Considerations: experience, supervision and accountability, privilege, cost, scale, technical 
or language capability, volume

 Train and provide written guidance for the document review
 Supervise the review and perform quality control 
 Common challenges (foreign languages; remote review)

 Document each step of the process and each decision made 
 Carefully track the origin of documents, deduping, and custodians
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Fact Gathering

 Common Issues
 Data Privacy

 Local law/GDPR
 Collection

 Consent? Former employees?
 Transfer
 Production to government authorities

 Other laws
 Chinese state secrets law
 Blocking statutes
 Labor laws/workers’ unions
 Laws protecting secrecy of correspondence
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The Chronology

 Create a chronology of relevant events
 Annotate with supporting documents
 Update frequently
 Later, add witness statements, if relevant
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Costello Labs Investigation

 The results of the document review suggest that sales representatives were 
in fact providing lavish meals and trips to local doctors and health officials.  
The evidence of any impropriety surrounding Placebex’s placement on the 
approved drug list is less conclusive, but there are some concerning 
emails.  

 Specifically, it appears that the Ministry of Health initially intended to reject 
Costello’s application, but at the last minute was persuaded by Expeditor to 
change its decision. 

 It is unclear how Expeditor was able to accomplish this, but there is an 
email from Romeo to Expeditor stating, “Do whatever you need to do to get 
our submission approved!  I don’t need the details, just get it done ASAP.”  
Shelly is copied on the email, but does not reply.
 Whom should Bates interview?  
 In what order?
 How should she prepare for the interviews?
 What should she disclose to the interviewees about the purpose of the 

interviews?

11



Fact Gathering

 Witness Interviews
 Purpose of Interview: To gather facts and assess credibility
 When to Conduct Interviews

 Usually after document review is completed, but not always
 Whom to Interview

 Current employees
 Former employees
 Third parties

 Sequencing of Interviews
 Concentric circle theory (outside-in)
 Key witnesses early
 Concerns about collusion or spoliation
 Scoping interviews
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Fact Gathering

 Witness Interviews: How to Prepare
 Interview Outlines

 Should be comprehensive and detailed, both with respect to topics and documents 
to be used

 Not a script; interviewer must be prepared to deviate
 Use of Documents in preparation and during interview

 Refresh a witness’s memory, corroborate statements, and confront witness with 
inconsistent statements

 In person versus video/phone
 Who participates

 Best to have someone who principally takes notes
 In-house lawyer participation?

 Topics
 Basic biographical and background information
 Compliance training
 Subject matter of investigation
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Fact Gathering

 Witness Interviews: Privilege
 Which privilege rules govern?

 U.S. 
 Other jurisdictions?
 Multiple jurisdictions?

 Upjohn
 What is an Upjohn warning?
 Consequences of not providing an Upjohn warning
 Ways to deliver an Upjohn warning without alarming a witness
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Fact Gathering

 Witness Interviews: Conducting an Interview
 Tone and Approach

 Not an interrogation, but must ask tough questions
 Location should be convenient and non-threatening for witness

 Purpose is primarily fact-gathering
 Use of non-leading questions
 Think about legal theories, including defense theories and technical defenses (e.g., 

jurisdiction)
 Look for investigative leads as well

 May also need to confront with contrary evidence
 Ultimately, purpose of an interview is to inspire confidence that this has been a fair 

process for the witness
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Fact Gathering

 Common Witness Questions Before or During Interviews
 Do I need a lawyer?
 May I see documents in advance?
 What if I don’t answer your questions?
 Do I get to keep my job if I cooperate? 
 Whom will you share my answers with?
 May I record this?
 May we talk off the record?
 May I review your interview summary for accuracy?

 Labor and Employment Considerations
 Applicable U.S. labor and employment laws
 Applicable local law outside the U.S. may be more protective
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Costello Labs Investigation

 Bates’ first interview is with one of the sales representatives in Mexico.  
Prior to the interview, Romeo emails Bates to say that he thinks the 
employees will be more candid if he sits in on the interviews.  He says that 
he has already run this by Costello’s CEO, who thinks it’s a good idea.   

 Is this an appropriate request?
 How should Bates respond?
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Fact Gathering

 Witness Interviews: Concluding an Interview
 Reminder regarding confidentiality and document preservation
 Encourage witness to contact investigator if (s)he has any questions or thinks 

of any additional information
 Ask witness to identify other witnesses or documents that might be useful
 Memorialize the interview

 Must memorialize promptly
 Protecting privilege

 May depend on jurisdiction
 Include attorney’s mental impressions; not verbatim
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Costello Labs Investigation

 Some of the emails suggest that Expeditor may have bribed Mexican 
officials to get Placebex on the approved drug list.  However, it will not be 
possible to verify this without reviewing Expeditor’s records and 
interviewing Expeditor personnel.  

 Should Bates ask to review Expeditor’s files?  Interview its personnel?
 What are the risks of taking this approach?
 Can Bates compel Expeditor’s cooperation?
 What are Bates’ options if Expeditor refuses to cooperate with the 

investigation?
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Fact Gathering

 Represented Individuals
 What if an employee is represented?
 Sharing documents
 Joint defense/common interest agreements

 Written/not written?

 Third-party Interviews
 Consultants, vendors, etc.

21



Phase 3:  Reporting



Internal Reporting

 There should be regular reporting throughout the investigation to 
management or the Board
 Oral is better than written for interim reports

 Record of Investigation: 
 communications with whistleblower and government
 document preservation efforts
 document collection and review
 witness interviews 
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Report of Investigation

 Who receives it?  Privilege?
 Oral report vs. PowerPoint vs. Written Report
 Elements

 Allegation
 Scope of investigation

 Document preservation, collection and review
 Witness interviews

 Factual findings
 Legal analysis
 Proposed/completed remediation

24



Costello Labs Investigation

 Ultimately, the results of the internal investigation indicate that Costello 
employees were providing inappropriate benefits to doctors and healthcare 
officials in Mexico and were doing so with the encouragement of Romeo.  

 Expeditor was unwilling to cooperate with the investigation, and so Bates 
was unable to determine whether a bribe had been paid to get Placebex
placed on the approved drug list. 

 Should Costello disclose the results of its investigation to regulators?
 Which regulators?

 What should be disclosed?
 Is it necessary to disclose the allegation concerning Placebex, even though the 

allegation was never confirmed?
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Reporting: Government/Regulators

 Mandatory disclosure, for example, under:
 securities laws/materiality
 statutory disclosure requirements 
 consent decree, etc.

 Reporting to government of country where misconduct took place
 Voluntary Disclosure – Advantages

 Leniency
 Voluntary Disclosure – Disadvantages 

 Commitment of additional time and resources
 Roadmap to prosecution
 Third party litigation
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Reporting: Government/Regulators

 Voluntary Disclosure – be prepared to address
 How and when you learned of allegation
 What you’re doing (did you do) to investigate
 Document preservation
 Conclusions
 Personnel involved in allegation (or misconduct) and how high up in the 

company
 Root cause analysis / remediation
 Sharing work product

 hot documents
 interviews
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Costello Labs Investigation

 Costello discloses the results of its investigation to the DOJ and SEC and is 
in the process of negotiating a resolution.  

 During the course of their investigations, the DOJ expresses interest in 
investigating and potentially charging Romeo, who has been fired by 
Costello and who has retained his own counsel.  The DOJ also wants to 
interview Shelly to determine his involvement, if any, in the improper 
conduct.  

 What assistance must Costello provide in order to get cooperation credit?
 What can Costello do to assist Romeo?  What about Shelly?
 How should the arrangement be structured?
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Reporting: Others

 Auditors, Banks, Customers
 Post-Investigation Remediation

 Halt ongoing violations
 Identify causes and correct
 Potential areas of remediation
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