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Opening offshore manufacturing plants to serve the domestic market can 
provide many potential benefits for firms, including lower costs and tax 
benefits. In such cases, firms expect their offshore plants to be lower-cost 
“clones” of U.S. operations. However, companies also have to consider 
the potential quality risks, according to the study “Quality risk in offshore 
manufacturing: Evidence from the pharmaceutical industry”. John V. Gray 
and Michael J. Leiblein at the Fisher College of Business at Ohio State 
co-authored the study with Aleda V. Roth at Clemson University’s College 
of Business and Behavioral Sciences. 

For the study, researchers focused on U.S. pharmaceutical companies 
with offshore production in Puerto Rico, where 16 of the top 20 drugs in 
the United States were produced during their research. Pharmaceutical 
companies opened these plants typically for the dramatic tax savings they 
afforded. To assess quality risk, the authors used inspection data from 
the Food and Drug Administration, providing a consistent, unbiased, third-
party measure of quality risk in the highly regulated industry. To assess 
quality risk, they created 30 matched pairs of U.S. and Puerto Rican 
pharmaceutical manufacturing facilities. The pairs had the same parent 
companies and produced similar products. Further, the fact that Puerto 
Rico is a self-governing commonwealth of the United States controls for 
other potential explanatory factors, such as expropriation risk, present in 
many offshoring contexts. Additionally, the authors measured and 
controlled for possible factors that may have related to quality risk, such 
as the education level of the population, the presence of other 
pharmaceutical firms in the area, plant size and age, and firm size. 

While the authors argue that the potential for quality risk in offshoring 
exists in general, they acknowledge that products with low testability, 
such as food and the subject of this study, drugs, may pose the highest 
risk. Other products with higher testability, like many electronics, may not 
suffer as much. This is because ensuring that manufacturing plants 
operate with low quality risk requires implementing and reinforcing 
processes that can be difficult to accomplish from afar, especially when 
an offshore location has employees with cultural and language 
differences. However, under high testability, products not meeting 
specifications (or not produced correctly) will never leave the plant, 
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creating a natural incentive for consistent adherence. In addition to 
testability, the extent to which procedures need to be modified during 
production (either due to planned changes or reactions to deviations from 
expectations) relates to quality risk in offshoring.  

The finding of higher quality risk in offshoring holds even after the authors 
control for geographic distance from the headquarters. This means it is 
not the physical distance, but rather the cultural and language difference. 
Such differences create communication and understanding 
incompatibilities that can make it difficult for corporate quality personnel to 
ensure consistent compliance with required manufacturing practices. 
These issues are apt to worsen if the employees consider their primary 
contribution to the business is reduced cost—and not low quality risk—as 
if often the case in offshore manufacturing.  

To reduce quality risk, companies themselves must do frequent 
inspections at offshore locations, the authors assert. To the extent 
possible, the authors suggest that companies should rotate managers 
from effective domestic plants to offshore locations. Managers need to 
have experience working in low quality risk plants and the ability to 
consistently reinforce expectations to employees without firsthand 
experience. 

 

iOriginal article 

 

http://www.sciencedirect.com/science/article/pii/S027269631100091X 
 
 
Contacts 

 
Isil Erel 
Academic Director 
The Risk Institute 
Erel@fisher.osu.edu 

Phil Renaud 
Executive Director 
The Risk Institute 
Renaud.19@osu.edu 

 
 
 
 
 
 
 
  



4 
 

 
 

 
 
 
 
 
 
 

The Risk Institute at The Ohio State 
University Fisher College of Business brings 
together practitioners and researchers to 
engage in risk-centered conversations and to 
exchange ideas and strategies on integrated 
risk management. Through the collaboration 
of faculty, students and risk management 
professionals, The Risk Institute addresses 
risk at a broad cross section of industries and 
is dedicated to developing leading-edge 
approaches to risk management. Visit 
www.fisher.osu.edu/risk for more information. 
  
 
 

 

From business as usual to business unusual, 
The Ohio State University Fisher College of 
Business prepares students to go beyond and 
make an immediate impact in their careers 
through top-ranked programs, distinguished 
faculty, and a vast network of partnerships 
that reaches from the surrounding business 
community to multinationals, nonprofits and 
startups across the globe. Our students are 
uniquely prepared and highly sought, 
leveraging Fisher’s rigorous, experiential 
learning environment with the resources of 
Ohio State, a premier research university with 
500,000 proud Buckeye alumni. 
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