OPEN FORUM

Adverse Drug Reaction Reporting

After reading your comments in the June 10th issue of Apharmacy
Weeklyl, regarding the adverse drug reaction reporting system, I felt
that it was necessary to write you regarding this matter. Qur company
has been greatly concerned with this problem for many years. We
have been constantly trying to find an effective system for reporting
adverse drug reactions to the pharmacy department and participating
in a national data collection program.

It has been our experience that the principal obstacle to the adverse
drug reaction program is the physician. In the hospital setting, no
physician wants to have an entry on a patient’s chart stating that the
patient experienced an adverse drug reaction. This is due to the fear
of civil liability. In our efforts to have this information placed on the
chart by a nurse, both pharmacy and nursing have been criticized for
“diagnosing” or “practicing medicine.”

I believe our experience is directly related to the surprising fact that
Johnson and Johnson knew of nearly twice as many instances of
adverse drug reactions from the prescription medication, Zomax, as
the FDA had known. I would not be surprised to discover that this
information, which the company had acquired, was verbal feedback
from the physicians to the sales representatives, rather than a written
report directly from the physicians. It appears that the fear of legal
liability is having a very strong impact on the practice of medicine and
our ADR reporting system problem is just one symptom of this.

Until this problem is resolved, it is my belief that it will be a
continuing problem and present great difficulties in developing an
effective reporting system. This situation will continue in spite of the
efforts of JCAH surveyors, who constantly stress the necessity of
accurate charting the patient’s history and the response to therapy,

and our own efforts in trying to have this information placed in the
chart within the nursing notes, as a nursing diagnosis of a “suspected”
adverse drug reaction. In addition to this, we are informing the
medical staff through the pharmacy and therapeutics committee of
their potential liability for failure to report adverse drug reactions in
the patient’s medical history and chart. This legal liability would
result if the patient suffers a repeat adverse drug reaction with
possible injury and mortality during subsequent hospitalization.

In summary, we continue to search for and would greatly enjoy your
support in finding a system for reporting adverse drug reactions which
could achieve the necessary physician support to ensure it’s success.

William (Bill) Springfield
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Houston, TX 77060
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! Apharmacy Weekly, 22, 91 (1983). See also E. G. Feldmann, J. Pharm. Sci.,
72, 585 (1983).

Postscript:

Since [ am in agreement with your concern with the problem of
adverse drug reaction reporting, [ am agreeable to using my letter in
the “Open Forum Page” of the Journal. I hope it will stimulate more
thought and discussion toward an effective method for reporting in
our clinical settings. Hopefully, each pharmacy practitioner will begin
to view themselves as members of the research and development
process and communicate this attitude to physicians in such a manner
that it becomes contagious within their ranks also.
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of scientists having specific expertise in drug delivery research, and a full-scale development team, are being assembled.
Applications are invited from Ph.D. research scientists to join our effortto discoverand develop the nextgeneration of drug delivery systems

Our scientists are encouraged to publish and to interact fully with the scientific community. Our positions require interestin and sound
POLYMER PHYSICAL CHEMISTRY - Design and testing of new polymeric drug delivery systems. Emphasis on structure/property
PHARMACEUTICS - Design and conduct drug delivery research. Broad application of pharmaceutical technology and physical chemistry
ANALYTICAL RESEARCH- Develop test procedures for drugs, excipients, polymers, and delivery systems with regard to bothcontentand
We are seeking outstanding individuals with Ph.D.s in Pharmaceutical Chemistry, Pharmaceutics, Physical Pharmacy, Polymer

Chemistry, Chemistry, Chemical Engineering, Analytical Chemistry, Surface and Interfacial Chemistry, or Physical Chemistry.

These positions offer substantial opportunity for personal and professional advancement for recent graduates as well as seasoned
scientists with many years of industrial oracademic experience. We offer excellent compensation and benefits, and an attractive
relocation policy. For confidential consideration, please send your resume to Edwina White, Senior
Employment Administrator, SmithKiine Beckman Corporation, 1506 Spring Garden
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