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I have served as a member of the FDA anesthetic and 
analgesic drug products advisory committee (AADPAC) 
since March 2014. AADPAC reviews and evaluates 
available data concerning the safety and effectiveness of 
marketed and investigational human drug products for 
use in anesthesiology, analgesia, and surgery and makes 
appropriate recommendations to the Commissioner of 
Food and Drugs. It is important to note that this brief 
article provides the views of the author only and does 
not in any way reflect the views of the Food and Drug 
Administration. 

The Federal Food, Drug, and Cosmetic Act (FD&C Act) 
is a federal law enacted by Congress. Along with other 
federal laws, it establishes the legal framework within 
which FDA operates. The FD&C Act can be found in the 
United States Code beginning at 21 U.S.C. 301.

FDA develops regulations based on the laws set forth 
in the FD&C Act or other laws under which FDA operates. 
FDA follows the procedures required by the Administrative 
Procedure Act, another federal law, to issue FDA 
regulations. This typically involves a process known as 
“notice and comment rulemaking” that allows for public 
input on a proposed regulation before FDA issues a final 
regulation. FDA regulations are also federal laws, but 
they are not part of the FD&C Act. FDA regulations can 
be found in Title 21 of the Code of Federal Regulations 
(CFR).

FDA follows the procedures required by its “Good 
Guidance Practice” regulation to issue FDA guidance. 
This guidance describes the FDA’s current thinking on a 
regulatory issue. Guidance is not legally binding on the 
public or the FDA. The Good Guidance Practice regulation 
can be found in the U.S. Code of Federal Regulations at 
21 CFR 10.115
(http://www.fda.gov/AboutFDA/Transparency/Basics/
ucm194909.htm).

My experience as an AADPAC committee member 
is from the perspective of the consumer. As a longtime 
clinical researcher and patient recruiter in the fields of 
neurology and psychiatry, I have a unique perspective 
to offer as it relates to issues affecting consumers. For 
instance, I am keenly aware of how drug products and 
their applications address the needs of consumers, 
especially vulnerable populations such as children and 
older adults. 

As a trained gerontologist, I am always interested 
in learning what ways the research used to support 
drug product applications has included older adults in 
the populations studied. It is common knowledge that 
vulnerable populations are often excluded from clinical 

research initiatives due to the fact that it is risky to 
include them, given increased sensitivity to drug products 
and the complicating health factors older adults often 
have, including the regular need to use a variety of 
contraindicated drug products. I am forever advocating 
for the inclusion of older adults in clinical trials, so that 
the unique health conditions of this population and the 
effects of medications on them can be better understood. 
This is especially important given the demographic 
imperative that relates to the aging of the baby boomer 
population. Another recommendation I often make to 
sponsors is the inclusion of an extended and more diverse 
patient population in their clinical trial samples. I am a 
firm believer in the need to be able to better generalise 
statistically to the broader population what effects drug 
products can have.  

Of particular significance to my FDA advisory 
committee work is the review of opioid and opioid abuse-
deterrent drug products. I have gained intimate 
knowledge of these products and learned from the 
general public that presents at our meetings how the 
products have affected them, both negatively and 
positively. It is important to me to be able to represent 
the thoughts and experiences conveyed by the general 
public and consumers of these products. I am grateful for 
the contributions of the general public. 

As background, opioids are a class of drugs that include 
the illicit drug heroin, as well as the licit prescription pain-
relievers oxycodone, hydrocodone, codeine, morphine, 
fentanyl and others. Opioids interact with opioid receptors 

Serving on an FDA Advisory Committee: One Member’s 
Point of View

Regulatory



Journal for Clinical Studies  17www.jforcs.com

on nerve cells in the brain and central nervous system 
to produce pleasurable effects as well as relieve pain. 
Addiction is a primary, chronic and relapsing brain disease 
characterised by an individual pathologically pursuing 
reward and/or relief by substance use. Of the 21.5 million 
Americans 12 or older that had a substance use disorder 
in 2014, 1.9 million had a substance use disorder involving 
prescription pain relievers and 586,000 had a substance 
use disorder involving heroin. It is estimated that 23% 
of individuals who use heroin develop opioid addiction. 
With respect to the national opioid overdose epidemic 
regularly referred to in the news media, drug overdose 
is the leading cause of accidental death in the US, with 
47,055 lethal drug overdoses in 2014. Opioid addiction 
is considered by some to be driving this epidemic, with 
18,893 overdose deaths related to prescription pain 
relievers, and 10,574 overdose deaths related to heroin 
in 2014 (http://www.asam.org/docs/default-source/
advocacy/opioid-addiction-disease-facts-figures.pdf). 
This is precisely why AADPAC’s recent work has been 
focused on abuse-deterrent formulations of opioid 
products, with the intent to reduce drug dependency and 
abuse. 

In my home state of Massachusetts, it is recognised 
that there is an opioid epidemic. Opioid-related deaths 
in Massachusetts increased more than 350% from 
2000 to 2015. Statistics reveal that there were 1256 
unintentional overdose deaths in the state in 2014. 
Of these deaths, 10%, or 119, were from Western 
Massachusetts, which is where I reside. According to 
the Massachusetts Department of Public Health (MDPH) 
Bureau of Substance Abuse Services (BSAS) in 2014, there 
were 104,233 admissions to substance abuse treatment 
programmes statewide (http://www.mass.gov/eohhs/
docs/dph/substance-abuse/care-principles/state-and-
city-town-admissions-fy14.pdf). 

More recent data released by the Massachusetts 
Department of Public Health indicate that there is 
support for the hypothesis that increased risk of fatal 
overdose is associated with concurrent use of opioids 
and benzodiazepines. Based on observed 2015 data, 
the concurrent use of benzodiazepines and opioids is 
associated with a fourfold increase in risk of fatal opioid 
overdose. Also important is the finding that of those 
who died of an opioid overdose with toxicology reports, 
approximately 83% had illegally-obtained or likely 
illegally-obtained substances in their system at time 
of death (Massachusetts Department of Public Health, 
Assessment of Massachusetts Opioid-Related Deaths, 
July 1, 2016).

Also important to consider are the economic impacts 
from a workforce perspective, such as lost wages, lost 
revenue, or time away from work. SAMHSA estimated 
in 1999 that the total productivity costs of substance 
abuse nationally were $338 billion (http://www.samhsa.
gov/sites/default/files/cost-benefits-prevention.pdf). It is 
likely this figure is much greater now, but no recent data 
could be found that support this conclusion and there is 

no such statistic for Massachusetts alone. 

A number of questions posed to the AADPAC committee 
relate to the understanding of the risks and benefits of 
the drug products under review. We discuss the efficacy, 
effectiveness, and safety profile of each drug product 
under review. We are also asked to opine on the language 
that may be used for labelling the given products. 
Committee members spend a number of hours reviewing 
background materials provided by both the product 
sponsor and the FDA, to be informed about the topic at 
hand and make educated recommendations for approval 
or disapproval. I estimate that I personally spend about 
20 hours preparing for each meeting. The vast majority 
of materials provided for review are confidential and 
committee members are prohibited from revealing the 
confidential information that they review, sometimes 
even after the meeting is over and the public has been 
made aware of the meeting’s activities.
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Gerontology Ph.D. Program at the University 
of Massachusetts, Dr Higgins will serve 
as principal investigator for this project. 
For her dissertation, she conducted a 
nationwide study of senior centre gambling 
policies designed to regulate problem 

gambling. Results of the preliminary analyses conducted 
for this dissertation have recently been published in 
the Journal of Aging and Social Policy and the Journal 
of Aging Studies. Dr Higgins has presented her work at 
gambling conferences in the United States and Canada.  

Over the course of her academic career, Dr Higgins has 
conducted policy analyses and participated in numerous 
research projects at the University of Massachusetts/
Boston Gerontology Institute, the Boston University 
School of Social Work, Simmons College School of Social 
Work, the Massachusetts Department of Public Health, 
and the Massachusetts Council on Compulsive Gambling. 
In 2002, she was invited to join an expert panel of problem 
gambling clinicians and academics at the University of 
Windsor Ontario for the purpose of designing the first 
senior problem gambling diagnostic tool. Presently, Dr 
Higgins is a Quality Management Specialist at the Center 
for Human Development in Springfield, Massachusetts. 
The agency serves 23,000 clients with mental health 
care, covering a territory from Northwestern Connecticut 
to the Berkshires in Massachusetts. 
Email: higginsjennifer0228@gmail.com
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