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View Shire’s complete CIA for specific questions. This is an outline of the 

content. Also, view our analysis of the updated payment disclosure section.  

 

Shire CIA: Outline of Obligations 

A. Compliance Officer, Compliance Committee, and Board of Directors, and 

Management and Accountability Certifications 

Many companies now have compliance officers, and Shire’s CIA follows the trend of 

requiring the Chief Compliance Officer and Risk Officer (Shire’s CIA is actually the first 

to use this exact title, which they abbreviate CCRO) to be a member of senior 

management who reports directly to the CEO. The Agreement states that the chief 

compliance officer must not be subordinate to the General Council or CFO. Essentially, 

the government doesn’t want the compliance officer to be a title only, or not given their 

proper due in the company—CCROs are part of the C-Suite and should have a great 

deal of influence. The Agreement also mandates that Shire have a Compliance 

Committee in place to assist in the implementation of the compliance program. 

Shire’s CIA also requires that the Board of Directors meet at least quarterly to review 

and oversee Shire’s compliance program, and periodically evaluate its effectiveness by 

reviewing reports and updates from the CCRO. The government is interested in putting 

Shire’s Board of Directors on the hook for the companies’ compliance. Every year, the 

Board must adopt a resolution, signed by each member, which summarizes the Board’s 

review and oversight of Shire’s compliance. Shire’s CIA uses virtually identical language 

to previous CIAs, which the Board must resolve: 

“The Board of Directors [or a Committee of the Board] has made a reasonable 

inquiry into the operations of Shire’s U.S. Compliance Program including the 

performance of the CCRO and the U.S. Compliance Committee. Based on its 

inquiry and review, the Board has concluded, to the best of its knowledge, Shire 

has implemented an effective Compliance Program to meet Federal health care 

program requirements and FDA requirements and the obligations of the CIA.” 

Shire must also report to OIG any changes in members of the Board within 15 days 

after the change.  

Finally, Shire’s CIA continues the trend of requiring upper-level management, including 

the CEO, Senior Vice Presidents, and leaders of various business units to be “certifying 

employees,” who must annually certify that their particular operations within the 

business are compliant with various health care requirements and the CIA. The 

resolution (on page 8), states: “My job responsibilities include ensuring compliance with 

regard to the [name of the department or functional area] with all applicable Federal 

health care program requirements, FDA requirements, obligations of the Corporate 

Integrity Agreement, and Shire policies, and I have taken steps to promote such 

compliance.” 

B. Written Standards: Code of Ethics and Policies and Procedures  

https://oig.hhs.gov/fraud/cia/agreements/Shire_09152014.pdf
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Shire is required to develop, implement and distribute a Code of Ethics that promotes 

compliance with applicable healthcare laws and the CIA. The Code sets forth that 

covered persons (owners, employees, contractors—essentially everyone besides part-

time workers) must report to the CCRO about suspected violations. The Code must also 

alert employees of Shire’s confidential, non-retaliatory disclosure program. Shire must 

use employees’ commitment to the Code of Ethics as an element of all performance 

evaluations. Within 120 days of the Agreement, Shire is also required to send its Code 

of Conduct to any third parties Shire employs, or make sure that the third party has 

similar ethics codes for its personnel.  

The majority of the content of CIAs addresses the substance of written “Policies and 

Procedures” companies must implement. Shire’s follows a very similar outline to recent 

CIAs, including J&J, Endo, and GSK.  

The policies and procedures must address: 

 Shire policies as set forth in their Code of Conduct 

 Appropriate promotional functions, and product and payor-related functions in 

compliance with the Anti-Kickback statute, the False Claims Act, and FDA 

requirements 

 Sales rep interactions and materials, including that such information may be 

“fair, accurate, and supported by clinically significant data,” and that sales 

reps may not engage in off-label promotion and must refer all requests for 

information about off-label to medical affairs.  

 The development, implementation, and review of call plans for sales reps. 

 Medical affairs must have an “Inquiries Database” to track requests for 

information about products with specific information about the interaction 

 Medical Science Liaisons interactions at meetings with HCPs, HCIs, or 

Payors. MSLs must speak on label, and provide fair, accurate, information, 

supported by clinically significant data. 

 The review of the bases HCPs and HCIs receive samples, coupons, or 

vouchers.  

 Consultant or other fee-for-service arrangements – including speaker 

programs, presentations, advisory boards.  

 Programs to educate sales reps about healthcare laws  

 Sponsorship or funding of grants  

 Funding of, or participation in any Independent Medical Education activity 

(a term which has been changed from “Third Party Educational Activity” since 

Endo’s 2014 CIA). The policies and procedures must require that (1) Shire 

disclose financial support; (2) education providers disclose any relationship 

with Shire, (3) program must have an educational purpose, (4) content and 

operation of the program must be made independent of Shire’s control, (5) 

Shire must only support independent medical education that is non-

promotional in nature, (6) support must be contingent on the provider’s 

commitment to provide fair, balanced information, (7) medical affairs must 

review funding requests, (8) funding decisions must be based on objective 
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criteria and pre-established educational goals, (9) funding must only be 

provided pursuant to and consistent with a written agreement, (10) programs 

must be developed and implemented independently of Shire staff involvement 

 Review of promotional, reimbursement, and disease state materials must be 

reviewed by “appropriate qualified personnel,” including regulatory or legal 

personnel  

 Compensation for sales reps should be designed to ensure financial 

incentives don’t inappropriately motivate such individuals to engage in 

improper promotion; policies must also potentially exclude from inventive 

compensation sales “that Shire knows or should reasonably be aware were 

the result of the promotion of non-FDA-approved uses.” 

 The submission of information to any compendia, such as Drugdex or other 

published source of information used in connection with the determination of 

coverage by a Federal health care program for the product.  

 Research: Sponsorship or support by Shire of post-marketing research 

involving human subjects and government-reimbursed products—including 

post-marketing clinical trials. Sponsored research must address a legitimate 

scientific question or need. Commercial personnel must not participate in the 

decision to fund research or in the approval of the publication of research 

results. Shire must report results of its clinical trials on the NIH-sponsored 

website (clinicaltrials.gov). Shire must also back up any decision for 

premature discontinuation of a study.  

o Shire also must make “good faith efforts to publish Shire-sponsored 

research results in peer-reviewed journals.” 

 Authorship of Journal Articles: disclosure of conflicts of interest; authors must 

adhere to ICMJE. Shire’s policies must strictly prohibit “guest/honorary/gift 

authorship, ghostwriting, and plagiarism.”  

 Disciplinary policies and procedures for violations.  

Shire must assess and update its policies annually.  

C. Training and Education 

Shire’s CIA requires general training, which focuses on CIA requirements and Shire’s 

Code of Ethics, and specific training related to Federal healthcare laws. The Board must 

also receive specific training.  

D. Risk Assessment and Mitigation Process 

Shire’s CIA follows other CIAs in requiring a “standardized, centralized annual risk 

assessment and mitigation process.” 

E. Review Procedures 

Shire’s CIA also requires engagement of an independent review organization (IRO) 

within 90 days to perform reviews via audits, accounting, or consulting. OIG requires 

that Shire and the IRO retain their records in order to make them available to the Office 

when requested. OIG may also, in its “sole discretion” do an independent review to 
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determine whether the IRO is doing an adequate job. Shire must certify that the IRO is 

independent and objective.  

F. Disclosure Program 

OIG has required a “Compliance Helpline” or “Integrity Helpline” for many CIAs, which 

are designed to enable people to disclose any issues or questions about compliance. 

Shire must emphasize a “nonretribution, nonretaliation policy.” 

G. Ineligible Persons 

OIG defines ineligible persons as those who are currently excluded, debarred, 

suspended, or otherwise ineligible in the Federal healthcare program. They also include 

those who have been convicted of certain criminal offenses. OIG must have proper 

screening requirements in their hiring process to make sure that any “covered persons” 

do not turn out to be “ineligible persons,” and must disclose to OIG any new, relevant 

information.  

H. Notification of Government Investigation or Legal Proceedings 

Within 30 days after discovery, Shire must notify OIG of any allegations that Shire has 

committed a crime or has engaged in fraudulent activity.  

I. Reportable Events 

Shire must notify OIG if any number of events occur, including an FDA warning letter, 

bankruptcy petition, or a matter a “reasonable person would consider a violation” of any 

Federal health care program. OIG notes that a reportable event may be an isolated 

event or a series of occurrences.  

J. Notification of Communications with FDA 

These must also be submitted to OIG within 30 days of the report or communication 

between Shire and FDA discussing potential violations.  

K. Sales and Marketing Monitoring and Review Efforts 

Shire must continue to embrace its comprehensive Sales and Marketing Monitoring 

Program (SMMP), which must include: (1) monitoring of speaker program activities; (2) 

direct field observations of sales representatives; and (3) the monitoring and review of 

other records relating to sales representatives’ interactions with HCPs and HCIs, based 

on a risk approach. Shire must monitor 50 speaker programs per year; 30 direct field 

observations, and plan to review in-depth at least three of its products. Shire shall 

include a summary of the SMMP and the results of the SMMP as part of each Annual 

Report. (More information on page 30-34 of the CIA).  

L. Monitoring of Non-Promotional Activities.  

Shire must also develop and implement a monitoring and audit program for 1) 

consultant arrangement activities; and 2) Independent Medical Education Activity 

grants.  
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All Consultants must enter into written agreements describing the scope of work to be 

performed, the fees to be paid, and compliance obligations for the Consultants. 

Consultants shall be paid according to a centrally managed, pre-set rate structure that is 

determined based on a fair-market value analysis conducted by Shire. Shire must have 

a consultant monitoring program in place. 

For independent Medical Educational Activity grants, Shire must have developed 

processes for grants submission and processing which are not operated by the sales or 

marketing division. Shire must also monitor and audit its educational grants system 

using a risk-based approach. 

M. Reporting of Physician Payments 

We wrote a whole article on this aspect of the CIA, but generally, Shire must disclose 

information on its website about its direct and indirect transfers of value to physicians. 

The definition of reportable “payments” are identical to the Physician Payments 

Sunshine Act (42 U.S.C. § 1320a-7h(a)(1)(A)(vi) and applicable regulations). For the 

first time, OIG also included the Open Payments FAQs as a link to the CIA’s defined 

terms. Shire’s CIA requires much the same information as the Sunshine Act in terms of 

reports, though only aggregate payments each year are required per physician (listed in 

alphabetical order on Shire’s website). 

N. Other Transparency/Disclosure Initiatives 

Shire is also required to report on its website quarterly its Independent Medical 

Education Activity Grants and Health Care Related Charitable Contributions. This may 

be a way for OIG to track Shire’s educational spend, a category currently exempt under 

the Final Rule of the Sunshine Act when certain rules of accreditation and 

independence are followed. 

Shire must also ensure that consultants comply with external regulations outside the 

CIA, and that journal authors comply with the International Committee of Medical 

Journal Editors (ICMJE) criteria regarding authorship and disclosure of their relationship 

with Shire and “to disclose any potential conflicts of interest, including any financial or 

personal relationships that might be perceived to bias their work.” 

Shire must also make available information on its company website about FDA post-

marketing commitments. 

Changes to Business Units 

Finally, Shire’s CIA includes that if the company sells its business or any location, the 

CIA shall be binding on the purchase unless OIG determines otherwise in writing. 

Furthermore, each new business, business unit, or location and all “Covered Persons” 

at each new location shall be subject to the applicable requirements of the CIA. Shire 

must notify OIG if any of its locations close or move. These continuation of requirements 

have been included in the three CIAs we examined.  

 

 


