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Increasing attention is being paid to the 
issue of how to ensure that wotnen have the 
same opportunity to be included in clinical 
research trials as do men (1). This issue is 
important in regard not only to the care 
that wotnen who enter the trials receive but 
also to our ability to use the knowledge we 
gain frotn clinical trials to care for other 
women (2). 

Yet, inclusion of women in clinical re- 
search trials is only one of the ways in 
which increased participation in research 
by patients is needed. It is titne to reexam- 
ine the role of patients at each stage in the 
research process. Patients and researchers 
have different and complementary areas of 
expertise ( 3 ) ,  and increased patient partic- 
ipation could lead to improvements in the 
relevance of research questions and in the 
appropriateness of recotnmendations arising 
frotn studies. 

Patient Participation 
in Clinical Care 

In the past, patient participation in research 
development has been limited. Clinical re- 
search, like medical care, has been based on 
the model of experts determining the best 
course of action with little inp~lt frotn those 
served. Though some may think that a 
meaningful partnership with patients in the 
research process is itnpossible, a great deal 
can be learned frotn the experience of pa- 
tient participation in clinical care. 

Over the past 15 years, the value of 
illcreasillg the participation of patients in 
clinical care has been shown repeatedly. 
Across a range of diseases and chronic con- 
ditions, better patient-doctor cotnmunica- 
tion has been shown to lead to better health 
outcomes for patients. For example, pa- 
tients who receive tnore information about 
their care require less pain tnedication and 
spend fewer days in the hospital (4). Giving 
patients increased control of their treat- 
ment has led to further improvetnents in 
patient health, whereas the exercise of more 
control by doctors has had adverse affects 
(5, 6). Specifically, teaching patients to 
understand their medical records and pre- 
paring them to become more involved in 
their own care contributes significantly to 
recovery (7). These itnprovetnellts can be 
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measured in laboratory tests as well as 
through patient reporting of decreased 
svmntoms (8). , , , 

By decreasing the duration of hospital- 
ization, patient involvetnent can lead to 
reduced inpatient costs as well as higher 
quality care. Costs can also be cut by in- 
volving patients in outpatient care. Outside 
the hospital, high blood pressure and high 
blood sugar are only two examples of con- 
ditions that when poorly colltrolled can 
lead to poor health and the need for expen- 
sive care. Both hvnertellsion and diabetes , L 

are better controlled after brief interven- 
tions to increase the role illdividuals play in 
their medical care bevond that of a comnli- 
ant patient (9). ~urthermore, enlarging ;he 
role patients play has been shown to lower 
indirect costs, such as the cost of work days 
lost (10). 

What Increased Patient 
Participation in Research 

Could Look Like 

Like clinical care, medical research would 
be better able to help serve patients if pa- 
tients were more involved in the research 
process, both at early stages when research 
questions are being formulated and at later 
stages when recommelldatiolls are made on 
the basis of research results. 

In the past, patients or nonhealth pro- 
fessionals have been asked to represent pa- 
tient views on institutional review boards. 
Although these initiatives are valuable, 
they have been limited in two important 
ways. First, patients often are asked to give 
a generalist's perspective. They review re- 
search about many health collditiolls they 
have not experienced. Second, patients 
have often been asked to approve or disap- 
prove the use of human research subjects or 
the quality of informed consent for research 
projects that have already been designed. 
Patients' expertise has not been regularly 
called on at the stage when research ques- 
tions are designed nor when the implica- 
tions of completed research are reviewed. 

At the earliest stages: determining what is- 
sues will be studied. As researchers, we could 
all improve the quality and relevance of our 
research by spending more time in the early 
stages of study design in talking with the 
people we hope our research will help. Of- 
ten laboratory studies, social science sur- 
veys, or clinical trials are designed with the 

input of researchers only. This is becausewe 
recognize the expertise that researchers 
have. What we have failed to recognize is 
that patients have complemelltary expertise. 

Researchers know more than most pa- 
tients about how to design a sound study to 
answer a narticular uuestion. Researchers 
also bu~ld on their knowledge of physiology, 
anatotny, pathophysiology, biochemistry, 
and other sciences to develop proposals. At  
the same time, patients can draw on their 
exnerience of their illness and of nast treat- 
ments to think of questions that need to be 
answered-questions that may not occur to 
tnost researchers. 

Research would change in a number of 
wavs if we snent tnore time listellillg to 

while we were designing studies. If 
patients' concerns were addressed, there 
would be more research on the side effects 
of treatments. In general, physicians under- 
estimate patients' functional disabilities 
( 1  1 ). Yet 98% of patients want to know 
what side effects a treatment will have (12). 
Patients' desire to know how treatments 
will affect the quality of their lives should 
be addressed in research. Reliable and valid 
measures of patients' experiences of physi- 
cal, mental, emotional, and social function- 
ing have been developed (13). 

If patients were involved in the early 
stages of research design, the outcomes 
studied would be different. Phvsicians de- 
veloping in vitro fertilization have studied 
the a~~es t ion  of how tnanv oatients who 
made' it to the stage of etnlir; transplants 
went on to have positive pregnancy tests. 
Although answering this question is valu- 
able, it will not enable researchers to answer 
the question couples who are deciding 
whether to have in vitro fertilization often 
pose: If we try in vitro fertilization, what are 
our chances of giving birth to a baby? An 
embryo transplant depends on an embryo 
harvest, and that is not oossible in all cases. 
Not everyone who has a positive pregnancy 
test is able to carry the fetus to term and 
give birth to a live baby. To answer those 
patients who want to know their chances of 
giving birth, a study would need, at the 
same time, to measure the probability that 
couples who enter in vitro fertilization pro- 
gratns will get pregnant and give birth to a 
live child. 

More lone-term research is needed to ad- " 

dress patient concerns. Illdustrialized coun- 
tries are now countries of chronic diseases. 
Major killers of the past, including infant 
mortality and acute infections, now kill far 
fewer in the United States than they did at 
the turn of the century. The tnajor killers of 
today-heart disease and cancer-are 
chronic diseases. as are lnaior causes of mor- 
bidity such as asihma and epilepsy. Not only 
has the decline in acute illnesses left chronic 
diseases as the major causes of death and 
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disability, but the increased longevity of the 
population means that more people are liv- 
ing lengthy periods with chronic nonfatal 
ailtnents. Yet much research still focuses on 
short-term benefits and side effects of treat- 
ments. Research funding and institutions are 
not structured in a way that pertnits long- 
term research. Investigators usually need to 
show final results in 3 years, not 30, and 
funding agencies rarely support long-term 
investigations. Patients' lives work on a dif- 
ferent time frame. Patients with chronic 
conditions often know that they will be liv- 
ing with a particular disease and its symp- 
toms, treatment, and side effects for the rest 
of their lives. They need information about 
both immediate treatment choices and long- 
term consequences. Hearing patients' con- 
cerns about what questions need to be an- 
swered would help to balance the need for 
short- and long-term research. 

At the end of research: how patients' per- 
spectives may affect recommendations. Sitni- 
larly, patient input at the final stages of 
research could significantly improve its use- 
fulness. Recommelldatiolls based on study 
results are typically formulated by research- 
ers and clinicians in discussions from which 
patients are absent. The absence of patients 
during the formulation of recomtnendations 
is particularly striking given the body of 
research that demonstrates that the value of 
a treatment often depends on the patient. 
Using analytic methods, researchers have 
detnonstrated that in many instances there 
is no one treatment that is objectively better 
for all patients; the best treatment depends 
on the utility to the patient of different 
outcomes, the patient's values, and how the 
patient weighs the risks and benefits (14). In 
presenting treatment recolnlnendatiolls 
without incorporating the values of patients, 
researchers' values are inherently used to 
balance the risks and benefits of any treat- 
ment. In presenting uniform recommenda- 
tions as opposed to illformation to assist 
patients in making decisions, investigators 
often inadvertently obscure the fact that the 
best treatment choice depends on the indi- 
vidual patient's values and preferences. 

Although research results are generally 
presented in the absence of the patients 
they affect, there are exceptions. One ex- 
ception is in the field of acquired immuno- 
deficiency syndrome (AIDS) research. Un- 
usual cases of unfair or inhumane treattnent 
of researchers by protesters may have ob- 
scured the wide benefits of having patients 

present at many AIDS conferences. The 
presence of people living with AIDS at 
meetings discussing research leaves an in- 
delible statnn on what takes nlace. There is 
a constant retninder of how the proposed 
research affects the lives of individuals. 
Their presence affects what subjects are pro- 
posed for study, the design of research pro- 
posals, interpretations, and policy recom- 
tnendations made on the basis of the results. 

In contrast, tnuch recent tuberculosis re- 
search has been done without patient input. 
At one meeting, investigators and policy- 
tnakers recommended requiring all people 
diagnosed with tuberculosis to have a pro- 
fessional present for each pill taken in treat- 
ment [directly observed therapy (DOT)]. 
The rationale was that the imposition on 
infected individuals would be trivial and 
the public health gains great. Yet, the de- 
tails of the program were not spelled out. 
DOT can tnean anvthine from a health care , - 
worker coming to the home of the patient 
twice a week to the person with tuberculosis 
being required to go to the doctor's office or 
clinic daily. For a mother with three chil- 
dren with no one to share their care, who 
lives an hour by bus from the clinic, the 
added burden of DOT could be quite sub- 
stantial as well as unnecessary, given that 
most patients with tuberculosis do take 
their medications as instructed. DOT con- 
tinues to be widely recotnmended as cost- 
effective, with little attention being paid to 
the costs borne by patients. 

Patient participation at every stage. The 
beginning and end of research are only two 
examples of times when patient participa- 
tion would be valuable. There are roles that 
patients can play at every stage of research. 
Clinical trials frequently need to address 
problerns that lead to patients being ~lnwill- 
ing to sign up for a study or to continue in a 
study once they have begun. Carey and 
Stnith (15) have reported on an innovative 
and valuable use of patients in focus groups 
and a participatory advisory panel. Patients 
provided illfortnation that was important to 
the researchers' ability both to recruit study 
subjects and to obtain unbiased information. 

Learning from Patients 

Including patients as subjects in clinical 
trials should be only one of the ways in 
which patients have a chance to participate 
(16). Patients have a great deal to contrib- 
ute to each stage of research, and their 

knowledge would cotnpletnellt researchers'. 
Together we could better define which re- 
search questions should be studied, deter- 
tnine what outcotnes should be measured, 
encourage patient participation in adher- 
ence to protocols, and interpret what re- 
search results mean for the daily lives of 
patients. In the process of eliciting patients' 
viewpoints, it is important that no one per- 
son be asked to represent all patients. Pa- 
tients' experiences and viewpoints vary as 
much from each other's as from researchers'. 
Patients' viewpoints can be elicited on a 
one-titne basis in focus groups and on an 
ongoing basis through advisory panels. 

Much can be learned frotn experiences 
over the past 15 years in clinical medicine. 
Patients have welcomed the opportunity to 
become more involved in their own clinical 
care. The quality of research would be 
greatly enriched and patients better served 
if they were welcomed as partners, not just 
subjects, in research. 

REFERENCES 

I. J. Bennett, N. Engi. J. Med. 329, 288 (1993). 
2. S. Yusuf, J. Wittes, J. Probstfield, H. Tyroler, J. Am. 

Med. Assoc. 266, 93 (1991); M. Angel, N. Engi. J. 
Med. 329, 271 (1 993). 

3. S. J. Heymann, Equal Partners (Little, Brown, Bos- 
ton, MA, 1995). 

4. S. H. Kaplan and J. E. Ware, in Providing Quality 
Care, N. B. Goldfield and D. B. Nash, Eds. (American 
College of Physicians, Philadelphia, PA, 1989), pp. 
27-68. 

5. S. H. Kaplan, S. Greenfield, J. E. Ware, Med. Care 3 
(suppl.), 51 10 (1989). 

6. D. S. Brody, S. M. Miller, C. E. Lerman, D. G. Smith, 
G. C. Caputo, J. Gen. lntern. Med. 4, 506 (1989). 

7. S. Greenfield, S. Kaplan, J. E. Ware, Ann. intern. 
Med. 102, 520 (1 985). 

8. , E. M. Yano, H. J. Frank, J. Gen, lntern. Med. 
3, 448 (1 988). 

9. S. Greenfield, S. Kaplan, J. E. Ware, E. M. Yano, H. J. 
Frank, in Providing Quality Care, N. B. Goldfield and 
D. B. Nash, Eds. (American College ot Physicians, 
Philadelphia, PA, 1989), p. 448. 

10. S. H. Kaplan, S. Greenfield, J. E. Ware, ibid., p. 
51 10; C. C. Lewis, R. H. Pantel, L. Sharp, Pediatrics 
88, 351 (1991). 

11. D. R. Calkins et a/., Ann. lntern. Med. 114, 451 
(1991). 

12. B. R. Cassieth, R. V. Zupkis, K. Sutton-Smith, bid. 
92, 832 (1 980). 

13. A. L. Stewart et ai., J. Am. Med. Assoc. 262, 907 
(1989); A. R. Tarovetal., ibid., p. 925; P. D. Ceary, 
S. Greenfield, B. J. McNeiI, ControiledCiin. Trials 12, 
1895 (1 991); A. M. Jette et a/. , J. Gen, intern. Med. 
1, 143 (1986). 

14. M. J. Barry, A. G. Mulley Jr., F. J. Fowler. J. E. 
Wennberg, J. Am. Med. Assoc. 259, 301 0 (1988). 

15. M. A. Carey and M. W. Smith, Evai. Health Prof 15, 
107 (1 992). 

16. P. M. McNeiI, The Ethics and Politics of  Human 
Experimentation (Cambridge Univ. Press, New York, 
1993) 

SCIENCE VOL. 269 11 AUGUST 1995 




