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Introduction 

The proliferation of computer systems and software has radically changed the face of 

doing business at Kharmaceuticals. Our systems are diverse, spread across many nations and 

many operating systems, but we all have one thing in common: the need to preserve our records 

and information. Currently, more than 95% of all of our records are born-digital. They have 

rapidly taken the place of most, but not all, of our paper records. The board of directors has 

recommended implementation of an enterprise-wide Electronic Records Management [ERM] 

Program.  

Kharmaceuticals assembled a cross-disciplinary team comprised of stakeholders, 

including regional managers, records managers, IT staff, and representatives from business units 

(legal, compliance, audit, research, and operations). This team worked together to develop an 

ERM program that fits the corporate culture and serves the needs at Kharmaceuticals. 

Although implementing an effective ERM program poses unique challenges, the 

development and implementation of this program will: (1) provide policies, standards, and 

guidelines to all regional divisions for implementation of an ERM program that complies with 

local jurisdiction; and (2) minimize corporate risk through adherence to international 

recordkeeping standards and regulatory mandates. 

Current situation  

Kharmaceuticals is a large, international pharmaceutical corporation that has regional 

business units spread across several continents and multiple jurisdictions. Our company is not 

only involved in pharmaceutical research, we also produce and manufacture pharmaceutical 



KHARMACEUTICALS ERM PROGRAM BUSINESS CASE 	  
3	  

solutions to help our communities live better through Kharmaceuticals ® (Daulby, 2013). The 

unique challenges posed by records and information management in the pharmaceutical industry 

at this time demands that Kharmaceuticals develop a solution to manage records and information 

more effectively in order to mitigate risk. 

The company is facing unprecedented pressure from legal and regulatory bodies in an 

increasingly litigious environment. This requires that the records being produced by our 

organization are secure, authentic, reliable, and useable (Vednere, 2009). We also must protect 

our intellectual assets and research document from unauthorized access, usage, and/or 

dissemination (Brett, 2006).  

Issues that require action 

The current characteristics of Kharmaceuticals’ outdated records program include 

escalating storage costs for both electronic and paper records, difficulty in locating and retrieving 

authoritative versions of records, limited understanding of what constitutes a record, and the lack 

of safeguarding the security of records. This patchwork of different records management 

programs has resulted in failure to retain records necessary for enforcement of accountability, or 

unauthorized disposal of records (Brett, 2006). 

ERM Program purpose 

The goal of our ERM program is to provide a unified, yet regionally specific, approach to 

records management. This program governs all existing records, both paper and electronic. The 

ERM program will improve business practices within a verifiably compliant records program. 

The program is flexible enough to meet evolving regulatory compliance obligations including 
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document retention policies, unstructured information management, and records management, so 

that our regional locations can uniformly ensure that information is accessible to those who need 

access to it and protected from those who should not (Leigh Mackie, 2013). 

The team is dedicated to developing compliance tools and best practices in regards to 

records management. The cost of implementation of this ERM program is much less than the 

cost of liability due to a non-compliant records program. 

ERM Program scope 

All business units within Kharmaceuticals are required, at minimum, to create, receive, 

and maintain official records that provide adequate and proper documentation and evidence of 

job related activities, as well as manage records regardless of form, in accordance with 

applicable statutes, and regulations. 

Records are created during the course of business functions and transactions. They 

provide evidence of our compliance to local, state, federal, provincial, regional, and international 

regulations, rules and standards.  

Major benefits of implementation 

Reduce volume, cost, and complexity of records management: the ERM program will 

help reduce the volume of records, thereby reducing costs of physical storage and storage 

devices. Migrating to a unified system will reduce the time spent searching for files. 

Increase productivity, making records easier and faster to receive: the ERM program 

will pre-populate required metadata fields when the record is added into the system. 
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Metadata provides descriptive information about the record or document. Metadata 

allows records to be easy to retrieve. The metadata also facilitates the use and disposition 

of the record.  

Avoiding needless duplication of records: the ERM program will help reduce 

duplication of records, enforce version control, which is necessary to maintain the 

authenticity of a record.  

Project schedule and implementation plan 

PHASE ONE: ANALYSIS (Complete) 

The team gathered information from regional managers and business units about the local 

procedures and practices for records management. A detailed analysis was made of existing 

recordkeeping systems, records, and archives policies and procedures. Of interest to the team 

were the legal status, local mandates, business functions, and governance of the records. In 

addition, information related to records creation was gathered (e.g., during line-of-business, or 

through email). The team determined which business units, in which regions, were responsible 

for records, maintenance, constraints that impacted the creation of and preservation of records 

(Mata Caravaca & Nahum, 2012). 

PHASE TWO: RECORDS CLASSIFICATION SCHEME (Complete) 

The team drafted the new records classification scheme, retention and disposal schedule. 

Regional managers were responsible for gathering information from records surveys and 

interviews with managers and administrative assistants from all business units. The ERM 
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program’s records classification scheme, retention and disposal schedule was designed for 

maximum customization by regions, depending upon their unique circumstances (Vednere, 

2009). 

PHASE THREE: FUNCTIONAL REQUIREMENTS (Complete) 

The team identified the functional and technical requirements of the ERM program. Since 

the program makes use of existing infrastructure, the technical requirements should be noted as a 

baseline. If any regional system cannot meet the basic technical requirements, the team advises 

local IT teams to plan for appropriate hardware and software improvements (Vednere, 2009). 

Functional requirements: Customizable classification and filing schemes, Retention 

and disposition (including holds, and archival retention), Security controls (two-factor 

authentication, user access restrictions, back-up procedures, and recovery) 

Technical requirements: Application interoperability, Email management, Records 

authenticity (Mata Caravaca & Nahum, 2012) 

PHASE FOUR: LIMITED IMPLEMENTATION (Estimated 90 Days) 

The ERM program will be released in four different localities. The team will closely 

monitor the successes and failures of the implementation. The IT staff will make necessary 

adjustments as needed. The team will then release the program to the entire enterprise. 

PHASE FIVE: FULL IMPLEMENTATION (Estimated 90 Days) 

Once the ERM program is released in all regions, the team will continue to closely 

monitor the successes and failures of the implementation. The IT staff will again troubleshoot 

and make necessary adjustments as needed. The team will oversee and approve changes. 
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PHASE SIX: REASSESSMENT (Continuous improvement) 

Kharmaceuticals recognizes that the key ingredients of a successful ERM program 

combine the employees, the corporate cultures, local processes and procedures (Dionne, 2009). 

The team will continue to review the status of implementation of the ERM program by collecting 

interviews, and surveys from all business units, then use the feedback to improve the program. 

Training 

 Regional records managers will provide training in several customized learning 

environments. The training will take place locally, but the content will be standardized (Vednere, 

2009). The training includes: mandatory records classroom training (the nature of records, record 

types/formats, and records life cycle), ISO 1589 compliant records management policies and 

procedures, records administrator roles and responsibilities, and additional one-on-one training 

opportunities (Dionne, 2009). 

  



KHARMACEUTICALS ERM PROGRAM BUSINESS CASE 	  
8	  

References 

Brett, C. (2006). Demand for a comprehensive, compliant enterprise records management 

program is clear. AIIM E-Doc Magazine, (20)6, 32. ABI/INFORM 

Dionne, M. (2009). Case study: How to successfully implement an e-records management 

program. Information Management, (March-April). Retrieved from 

http://content.arma.org/imm/MarchApril2009/how_to_successfully_implement_e-

records.aspx 

Leigh Mackie, M. (2013, March). Enabling Enterprise Content Management with Confidence. 

KMWorld, 54-55. 

Mata Caravaca, M. & Nahum, R. (2012, March). Case study 01: Design and implementation of a 

records management system at ICCROM: Final Report. The InterPARES 3 Project, Team 

Italy. Retrieved from 

http://www.interpares.org/display_file.cfm?doc=ip3_italy_iccrom_final_report.pdf 

Vednere, G. (2009). The building blocks of a global records management program. Information 

Management (May/June) 35-39. 


