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ABSTRACT

Background: The World Health Organization (WHO) recommended that the toxicity data 
of a traditional medicine (TM) product that has been in use for 20 years or more without 
untoward effects should be determined, as the first step in its research and development
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| (R&D). Such data in conjunction with efficacy data would be used to develop an 
appropriate dosage form of the product. A key objective in researching such a product is to 
validate the basis of the therapy, including the formula. Such validation, and any attempt to 
modernize the product, should be guided by an understanding of the traditional know-how. 
The Nigerian National Institute for Pharmaceutical Research and Development (NIPRD) 
utilized this approach in developing Niprisan, an antisickling drug, based on a TM product 
used since antiquity in Yoruba Medicine.
Aim: This article aimed to advocate the continuance and improvement of the WHO model 
of herbal drug research and regulation (HDRR) as the most logical approach for adoption 
by researchers and regulators.
Methodology: NIPRD’s adoption of the WHO model since 1989 was reviewed in parallel 
with trends in herbal drug research worldwide; and within the contexts of regulatory 
practices by Nigeria’s National Agency for Food and Drug Administration and Control 
(NAFDAC) and the European Medicines Evaluation Agency (EMEA), with a view to 
identifying more effective strategies within the WHO paradigm for HDRR.
Conclusion: Drug regulatory agencies (DRAs) like NAFDAC require effective laws, 
policies and quality management systems (QMS) to execute their mandates effectively. On 
the other hand, NIPRD’s output depends upon proper actions by a seasoned and 
responsive DRA. Therefore, noting that NIPRD and NAFDAC were both created by military 
decrees in 1989 and 1992 respectively, rather than by parliament acts, it is recommended 
that in addition to instituting more effective laws and policies to regulate NAFDAC, both 
NIPRD and NAFDAC need to adopt and implement suitable QMS for self-regulation, eg: 
ISO 9001 for whole organizations; and ISO/IEC 17250 for the laboratories.
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1. INTRODUCTION

Herbal "pharmaceutics and posology” refers to the act of preparation and administration of a 
botanical dosage form. It is concerned with how much of a given herbal material is to be 
included in a dose, and how the dose is to be administered in a given clinical setting. It is a 
complicated task, made even more complex by the following realities:

• There is often too little data on the nature and amount of constituents in an herb
• There is usually a dearth of data on the mechanism of action of an herbal material
• Herbal materials vary greatly with season, geography, and method of harvest
• Herbal doses vary more with methods of preparation than do pharmaceuticals
• The core issues of "traditional-use registration" are often not understood by all

“Traditional-use registration" [1], also called “listing” by Nigeria’s drug regulatory agency 
(DRA) - National Agency for Food and Drug Administration and Control (NAFDAC), is 
particularly important in emerging polities, or countries like Nigeria. This is because in these 
countries, the issue of “traditional use registration’’ is neither properly understood nor 
effectively addressed by regulators, such as NAFDAC. Owing to this deficiency, less 
important, or even peripheral issues, tend to dominate regulatory agenda, and thereby 
confuse the process for regulating TM products. Yet, as is well known, TM products still 
constitute a key factor in healthcare delivery in many countries worldwide [2,3]. It is 
important to note that since most TM products are taken orally, such products have, in the
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