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FOR DEBATE 

Old myths given new voice. The Nuffield Report: Researching and 
Evaluating Complementary Therapies: The State of the Debate 

A. Vickers 
Research Councillor Complementary Medicine. London 

SUMMARY In May 1995, the Nuffield Institute for Health published a report on the methodology o 
complementary medicine research. Entitled Researching and Evaluating Complementary Therapies: The State oj 
the Debate, the report revives a number of misconceptions about conventional research techniques and their 
application to complementary therapies, 

MYTH 1: RESEARCH AND RESEARCH ON 
EFFECTIVENESS ARE THE SAME THING 

Throughout the report, tiie authors used the word 
'research' as a synonym for 'research on effectiveness'. 
This is explicitly stated on page 24 '... no attempt has 
been made to extend the discussion beyond a concern 
with clinical effectiveness'. Yet just a few lines down, 
under a section entitled Researching Complementary 
Therapies, the authors discuss'... issues which need to 
be considered when undertaking research into comple­
mentary therapies,' [my emphasis]. This careless use of 
terminology makes it difficult to evaluate claims such 
as that the randomized controlled trial (RCT) is the 
'gold standard' for medical research. If medical 
research is inaccurately seen as synonymous with 
effectiveness research, this may be true. However, if 
research is seen more generally as systematic inquiry, 
this assertion is simply false. Researchers use a wide 
variety of ditTerent techniques to answer a range of 
diflerent questions. It is open to doubt whether any 
worker would try to use an RCT to answer questions 
such as, what sorts of touch do nurses use? what is 
patients' experience of pain and its treatment? or what 
is the prognosis for premature infants? 

MYTH 2: CHOICE OF RESEARCH 
METHODOLOGY DEPENDS ON THE 
THERAPY RATHER THAN THE QUESTION 
UNDER INVESTIGATION 

Perhaps the key claim of the report is that 'The choice 
of research design should be made on the basis of 
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which methodology is most appropriate to research­
ing the therapy under investigation' (p. 7). It is diffi­
cult to understand how this strategy could be put into 
practice. Researchers normally choose research 
designs depending on the question they intend to ask. 
The advantage of this approach can be seen from the 
following example. 

Imagine that a researcher wished to ask three ques­
tions about a certain therapy: (i) how many people 
used the therapy last year? (ii) in what ditTerent ways 
do practitioners use touch during a consultation? and 
(iii) does the addition of the therapy to a standard 
package of care improve outcome in chronic low back 
pain? Using the question-oriented approach, the 
choice of research design is relatively clear: the 
researcher would use some form of quantitative pop­
ulation-based survey, a qualitative research approach, 
and a clinical trial respectively If using the strategy 
suggested by the Nuffield report, the researcher 
would presumably have to determine the most appro­
priate methodology for the therapy and then try to 
use that methodology to answer all three questions. 
This might entail a researcher having to use an RCT 
to find out how physiotherapists use touch (physio­
therapy is a form of conventional medicine where the 
RCT is said to rule supreme). Likewise, some form ol 
qualitative research or case-study approach (said to 
be characteristic of complementary medicine) would 
need to be used to find out how many people visit 
practitioners of osteopathy each year. 

A particularly good example of the author's confu­
sion over the links between questions and research 
designs is the authors' description of Taylor-Rcilly et 
al's study ol" homoeopathy' This is described as over­
looking such considerations as the authenticity ol 
diagnosis and appropriateness of standardizing treat­
ment. A focus on the research question helps clarity 
the issue. These researchers did not set out to examine 
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the elTectiveness of homoeopathy as practised. They 
were instead attempting to answer the question 'Can 
a homoeopathic remedy show effects above and 
beyond a placebo response?'. Many questions need 
answering in health research. Clarity as to the ques­
tion in hand is vital if we are to design, evaluate and 
use research elTectiveiy 

MYTH 3: TECHNIQUES FOUND IN SOME 
RANDOMIZED CONTROLLED TRIALS ARE 
AN INHERENT PART OF RANDOMIZED 
CONTROLLED TRIAL METHODOLOGY 

On page 5, under a .section entitled The RCT 
Protocol the authors list a number of methodological 
techniques. Though all of these techniques are found 
in at least some RCTs, many are not an inherent part 
of RCT methodology In other words, it is perfectly 
possible to dispense with these techniques and con­
duct a methodologically sound RCT. It is claimed 
that RCTs involve the following features: 

• The identification of a hypothesis whicli is 'located 
within agreed theoretical knowledge in 
biomedicine\ The mechanism of action of many 
therapies is poorly understood, some more so 
than others. This has not, however, prevented 
Iheir examination by RCT methodology RCTs 
have been conducted on therapies as diverse as 
prayer,̂  distant healing,-' homoeopathy,' cell 
therapy" and renexology,̂  and the results 
published in mainstream journals. None of these 
therapies can be said to involve agreed biomedical 
knowledge. 

• A focus on a 'defined diagnostic groupldi.sease'. 
As long as researchers set reasonable eligibility 
and exclusion criteria, there is no necessity to 
focus on a particular disease. For example, 
Frederikson's"̂  study of a patient education leallet 
included a spectrum of patients and measured 
doctor ratings of communication quality as 
an outcome. 

• The use of a standardised treatment. This claim is 
made most explicitly on page 11 when the authors 
state that 'the scientific method' leads to 'the 
transformation of a flexible and individualized 
therapy into a packaged formula'. As it happens, 
there is absolutely no requirement that the 
treatment in RCTs should be standardized. This 
would, for example, have rendered impossible 
most trials of surgery, where surgeons need to 
make treatment decisions depending on the 
particular characteristics of each patient. 
Likewise, many RCTs of complementary therapies 
have been undertaken where practitioners have 
been free to practise 'as normal' and where only 
the most minor constraints were placed on (he 
specific treatment techniques used and on the 

timing frequency and duration of treatment. Sec, 
for example, the trials of Meade' and dc Lanee d'e 
Klerk." 

The u.se of the double-blind method and placebo 
controls. For many, perhaps even most medical 
techniques, it is not feasible to use either placebos 
or double-blinding. Examples include surgery, 
physiotherapy, speech therapy and screening 
procedures, as well as many complementary 
therapies. Again, RCTs have been used to 
investigate such techniques. 
The use of 'inedically defined (objective) outcome 
mea.sures avoids any reliance on .subjective patient 
reports of their condition (p 6). This problem has, 
as the authors note, been recognized in 
conventional research. As a result, possibly the 
majority of clinical trials now involve patient 
reports of subjective experiences such as pain, 
mood, nausea, or disability 

MYTH 4: CONVENTIONAL AND 
COMPLEMENTARY MEDICINE ARE 
DISCRETE HOMOGENOUS ENTITIES 

One example of this misconception, which runs 
throughout the report, is the author's claim that com­
plementary therapies reject 'biomedicine's focus on 
disease in terms of biochemical processes and their 
breakdown, the emphasis on specific aetiology and 
the mind - body dualism. This.is replaced by a sys­
tems approach to health and healing' (p. 8). There are 
a number of problems with this claim. First, there is 
enormous diversity within both conventional and 
complementary medicine. How many generalizations 
hold for both plastic surgery and nursing? How many 
for chiropractic and yoga? Furthermore, as the 
authors themselves caution, there are often radical 
differences between practitioners within a therapy. 
Also problematic is the implicit a.ssumption that com­
plementary and conventional medicine are discrete 
(i.e., non-overlapping). In the above example, we are 
encouraged to think that there is no element of 
mind-body dualism in one form of medicine and 
nothing of a systems approach in the other. 

Most fundamentally, no evidence is presented to 
support the alleged characteristics of complementary 
and conventional medicine other than a small number 
of complementary practitioners' say-so. The authors 
could, for example, provide sociological data on con­
ventional clinicians' attitudes and behaviours and 
compare this with those of their complementary 
counterparts. Rather than doing so, they develop 
caricatures of both, and thus do scant justice to the 
range and diversity of medical practice. In what way 
does hospice care involve an emphasis on specific 
aetiology? Is it impossible for a good GP lo be holis­
tic? in what ways do liiose chiropractors who believe 
subluxations aie responsible for all illness repre.scnl 
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an escape from specific aetiology and mind-body 
dualism? Such questions remain unanswered. 
Instead, the authors present, for example, a quote 
from a British Medical Journal editorial from 1980 
complaining about the lack of scientific rationale for 
chiropractic. It is unlikely that such an editorial is a 
sociologically accurate reflection of medical practice. 
Similarly, it is unlikely that the methodological litera­
ture is an accurate reflection of what complementary 
practitioners actually believe. 

MYTH 5: COMPLEMENTARY 
PRACTInONERS HAVE UNDERTAKEN 
QUALITATIVE RESEARCH AND THIS IS OF 
VALUE FOR DETERMINING WHETHER A 
THERAPY IS EFFECTIVE 

It is claimed that 'more quantitative methods' are 
'preferred by orthodox medicine' and 'more qualita­
tive methods' are 'associated with complementary 
therapies' (p. 24). No evidence is presented to support 
this claim. Not one example of qualitative research in 
complementary medicine is quoted in the report. 
Though the case studies which are found in many 
complementary journals might be considered qualita­
tive in nature, it is doubtful that any meet even a small 
number of the methodological criteria used to assess 
the rigour of such research,'̂  

The authors also complain about the low status 
of qualitative research in the hierarchy of evidence 
(p. 24) and recommend that 'research... give greater 
credence to the use of qualitative methods' (p. 24). It is 
not generally thought that qualitative research can, by 
itself, assess questions of effectiveness. Among other 
roles, qualitative methods can play an important part 
in determining the questions asked in quantitative tri­
als and in helping to implement their results. However, 
they are not usually thought to produce direct evi­
dence of effectiveness. The authors of the Nuffield 
report do not explain how qualitative methods could 
play such a role in complementary medicine. 

MYTH 6: IF YOU WANT TO LEARN ABOUT 
METHODOLOGY, TURN TO THE 
METHODOLOGICAL LITERATURE 

It is interesting to speculate on why the authors of the 
Nuffield report have made the aforementioned errors. 
The main reason seems to be that they have consulted 
the methodological literature rather than the primary 
research, i.e. actual studies on patients or practition­
ers. Of the 75 or so references quoted in the report, 
only 7 or 8 refer to primary research papers, none of 
which was published in the past five years. 

A telling part of the report starts with the state­
ment that 'a central thread running through the liter­
ature on complementary therapies, compared with 

studies of orthodox medicine... [is] the importance of 
integrating "patient acceptability" as a criterion of 
outcomes.' It concludes with a list of questions 'which 
take subjective experience... seriously' including 
'What recognition is given to patient preferences in 
treatment?' and 'What is the level of compliance by 
patients?' Though this may be an accurate description 
of the opinions found in the methodological litera­
ture, it is not a good reflection of things as they really 
are. In conventional medicine there have been numer­
ous studies of patient preference (e.g. Fallowfield's'" 
work on choice in breast cancer) and compliance (see, 
for example, the extensive overview by Haynes et al"). 
The same does not appear lo be true in complemen­
tary medicine; in fact, it is debatable whether any 
compliance or preference studies have been con­
ducted whatsoever. 

In relying so heavily on the methodological litera­
ture, the authors of the Nuffield report failed to use 
another useful resource: active researchers. Despite 
the claim that the report represents 'the state of the 
debate' no attempts seem to have been made to col­
laborate with individuals at research centres such 
as the Centre for the Study of Complementary 
Medicine in Southampton, UK, the Research 
Council for Complementary Medicine, the Royal 
London or Glasgow Homoeopathic Hospitals, UK, 
the Office of Alternative Medicine in the USA or the 
Centre for Complementary Health Studies at the 
University of Exeter, UK, The authors do not 
describe the methods they used lo assess 'the state 
of the debate' and so it is difficult to know whether 
they have done so accurately 

In conclusion, by relying on the methodological 
literature of the mid '80s and early '90s, the Nuffield 
report revives a number of misconceptions about 
complementary medicine research. Those interested 
in conducting research would do well to avoid making 
this same mistake and to turn instead to the primary 
literature and the advice of those active in the field. 
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The Office of Alternative Medicine (OAM) was established in 1991 as piirt of 
the federally funded U. S. Natio&al Institutes of Health. One aspect of the office's 
charge js to promote and fund research on unconventional forms of health care. 
PractiUoners of these techniques often refer to tinderstandings of the world that 
differ significanUy from those usually found in biomedicifae. As a result, they have 
raised fundamental questions about the vaKdity of standard research methods. Is it 
appropriate to use conventional research techniques on imconvcntjonal therapies'' 
Can a research strategy developed in a biomedical context be used to investigate a 
medical system based on a different "world view"? 

In response to these challenges, the OAM sponsored a series of conferences to 
examme the appropriateness of conventional research methodologies for unconven­
tional medicine. These conferences analyzed key research principles, and their find-
mgs may be of mtercst to a wider audience. The following report of the panel outlines 
how different types of evidence can contribute to an understanding of a treatment. 

The panel was charged with determining how different types of evidence con­
tribute to making an assessment of therapies described as complementary or alterna­
tive medicine (CAM). We decided early that "types of evidence" was related to "types 
of questions." Research is a tool for answering questions: the question therefore 
comes first. Moreover, classic problems in the design and interpretarion of CAM 
research have often been solved by close attention to the question being asked in 
research. In the past, practitioners have asked, "What research designs are appro-
pnate for CAM?" (23). A better strategy seems to be to identify the particular question 
being asked and to fit the research design to the question. Similarly, debates over 
the meamng of certain studies often turn on the question being asked m the study. 

The panel decided to try to answer four main questions; 

1. What is a good question? 

2. How can questions be matched with research designs? 

3. What is a strategic approach to research? 

4. How can inappropriate interpretations of trials be avoided? 

However, we thought that it would be worth spelling out our assumptions first: 

. We have an incomplete understanding of the world: knowledge evolves and develops. 

. Research methods may evolve and change as we continue tb leara about die world. 

• Research is always feasible-^and essential-regardless of the therapy under consideration. 
. Research rarely provides unequivocal answers: there is often room for reasonable people 

todisapee, withm limits, about the interpretation of evidence. Nonetheless, some statements 
made about health are incorrect, and some practices are not in the best interests of patients. 

. Good research aims to minimize the effects of bias, chance variation, and confounding. 
• Our priority is research that investigates whether treatments do more good than haim. 

On a semantic note, it was agreed that "questions" subsumes the term hypotheses. I t 
was also agreed that "questions" would be defined as those associated with individual 
studies Some questions need to be broken down into stages. For example, the ques-
f°fL r ' '•"''^ °^ acupuncture m the treatment of pain?" or "What are the 

ettects of patjent expectations on outcome?" will not be resolved by a single research 
study. Researchers need to break down large, global questions into L n S I e S g e S 
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How should we research unconventional therapies? 

of a scries of questions, each associated with a single study. Research should be 
conducted one study at a time. 

WHAT IS A GOOD QUESTION? 

Designing a research questibn requires knowledge and uiiderstanding of the subject 
uiider study. Just as we would not expect a CAM practitioner to be able to design 
a study of surgery without consulting a surgeon, we should not expect a researcher 
without experience with CAM to design a suitable trial. Tliere are cases m which an 
insufficient understanding of CAM aiid/or research methodology has led to poor 
quality research. For example, in one early trial of fadraoeopathy (28) it has been 
claimed (12) that the criteria used to select remedies were inappropriately applied. 
Similarly, it has also been suggested that the negative result of some studies of acu­
puncture (17) stemmed from the incorrect assumption that needling incorrect acu­
puncture points is equivalent to placebo. We would recommend that CAM research 
should be a team effort, involving experts both in therapy and in research meth­
odology. 

There are two general criteria for evaluating a question: (1) Is it answerable? 
and (2) Is it important? 

Is it answerable? 

A question is likely to be answerable, if it is explicit, focused, and practicable. 

Explicitness. It is well known that the same word can mean different things 
to different people. For example, the meamng of the word "effective" in the question, 
"Is acupuncture an effective treatment for asthma?" is probably differem for patients, 
who would be concerned whether treatment would significantly improve their quality 
of life, than for a scientist, who might, for instance, be concerned with whether 
acupuncture had an effect on bronchial reactivity beyond that of placebo. 

Focus. Research almost always turns out to be more complicated than expected. 
Lack of Socvs is a conimon. pnjblem in all types of research, with researchers often 
attempting to answer a number of questioils at a time. For example, in one proposed 
study on breast cancer, the authors plauflied both to document the prevalence of 
particular beliefs among patients and to examine the influence of the acceptance of 
CAM on the range and variety of discourses between patients and caregivers. It was 
also proposed that effects of particular types of discussion should be examined with 
a view to providing suggestions for improving verbal interactions between patients 
and caregivers. Such complex designs, involving multiple endpoints and outcome 
measures, should be avoided by all but the most experienced researchers. 

PracticabiUty. A particular question can be impractical for a number of rea­
sons, including resources or patient ntmxbers. Suitable research tools also need to 
be available. For example, the question of whether feimel oil strengthens the "heart 
chakra" (5) does not appear to be answerable at the time of writing because, as far 
wc understand, there is no reliable means by which such an effect could be measured 
(which is not to say that a suitable method could not be devised), 

15 It Important? 

A question is important i f the answer would lead, directly or indirectly, to the allevia­
tion or prevention of suffering; it is of personal importance to the researcher and 
it is of importance to a social group. Alleviation or prevention of suffering is a fairly 
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universal criterion for all health practitioners and researchers. Personal importance 
is a consideration on the grounds that research requires a significant expenditure of 
lime and effort and is unlikely to be brought to a successful conclusion unless the 
researcher has a comraliment to that end. In addition, social groups, from countries 
to practitioner groups to individual hospitals, can and do set priorities for research. 
The criteria traditionally used during priority-setting exercises in conventiona] medi­
cine are: tlie burden of iUness; the cost to society; the knowledge gap; and the adequacy 
of current therapy. In the case of CAM, the extent to which the therapy is used by 
the public should also be taken intb consideration. 

HOW CAN QUESTIONS BE MATCHED WITH RESEARCH DESIGNS? 

Matching questions with research designs is a two-stage process. First, it is necessary 
to define the general type of question and frdm thefc deduce an appropriate method­
ology. As a simple example, a question about public utilization of CAM would 
require observational, sociological reseatch, whereas a question about the attribution 
of an effect to a clinical intervention would require a clinical trial. 

Second, it is necessary to match particular aspects of questions with particiilar 
aspects of studies. For example, whether sociological research on pubUc utilization 
employs a quantitative or qualitative methodology would depend on whether the 
question could be answered only in words {e.g., "What prompts patients' first ap­
proach 10 a CAM practitioner?") or whether numbers would be an important part 
of the answer (e.g., "What percentage of new CAM patients claim to be unsatisfied 
with conventional approaches?"). Similarly, whether the control group in a clinical 
trial received standard care, no intervention, or a placebo would depend on whether 
the question concerned a comparison (e.gw, 'Is new drug x superior to standard 
antiemetics?"), the existence of an effect (e.g., "Is acupuncture of benefit in 
asthma?"), or the nature of that effect (e.g., "Does acupuncture have specific effeas 
in the treatment of asthma?'*)- A number of general categories of question, and 
examples of each type, are given in Table 1. 

Attributing Cause and Clinical Effect 
We felt that matching a general category of question with a research design was 
relatively straightforward and uncontentious, with the exception of attributing cause 
and clinical effect. This is possibly the topic of primary interest in CAM research: 
the question, "Does it work?" means in essence, does a CAM therapy cause a clinically 
worthwlule change in a patient? 

Conventionally, the randomized controlled trial (RCT) is considered to be the 
"gold standard" for attributing cause and effect. The basic argument for the RCT 
is that it is important to judge the worth of a therapy in comparison with something 
else (health practitioners usually have a number Of choices, including doing nothing) 
and that only by randomizing can we ensure that we are comparing like groups. 
There is a considerable literature supporting the use of RCTs. This literature suggests 
that RCTs are able to distinguish ineffective from effective therapy more reliably 
than other types of study (22;24). 

Some practitioners of CAM, among others, have criticized the RCT as a means 
of investigating effectiveness or claimed that, in general, RCTs are infeasible or an 
mappropriate means of answering questions about the clinical effectiveness of a 
CAM therapy. Arguments about the RCT often seem to conflate the separate issues 
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. f scientific rigor and practical feasibiUty. ^or--Pl^^^^^^^^^^^ T J T l ^ ^ l 
would be the wrong sort of research for J^^"^/^^^^?*^ ^^^^^^^ 
causes cervical cancer. On exaiumation, this ^^ ^ ^ ^ ^ ^ ^ ^ ^ . ^ ^ -
unethical and infeasible to randomize teenage girls to different levels 

'^ ' '^e thousht it would be worth conducting a thought experiment to tease out the 

and clinical effect, would we always conduct an RCT? Noting '^^'^^^ 
. . S . ! ! -vei " In other words, the only reasons not to conduct an RCT to 

we concluded.'̂ es, f . ' ^ ^ f^ J " ' " ! ; ^ ^ ^ L there are no theoretical arguments 
attribute cause and chmcal effect arc practical, inerc <uc u 
against the RCT for this purpose. 

Assumptions ""^'^n^inning the RCT ^^^.^^^^^ 
WP are aware thai OUT view of tne KCl as me oĉ .L M 

f ! .7Sf .c t is oredicated on three assumptions: (i) cause precedes effect, (2) 
cause and effect is preoicaieo uii i^ic f , . beliefs of the researcher 
mental beUefs do not influence chance events; and (3) the beiiets 

The beUefs of a healer might have umnediated effects on a pauem, w 
however, that the beliefs of the «^«^«ber do not. assumptions we 
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. L ThnntTur d ^ C s Nonetheless, these assumptions are open to empincal 

u e ^ould daim that this has already occurred, 
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How should we research unconventional therapies? 

even in cases where there are complex webs of causatioh. However, there are practical 
and ethical considerations that may make it infeasible to condua an RCT. 

Numerous forms of study can be used to attribute cause and effect if an RCT 
cannot be conducted. These include case<ontrol studies, cohort studies, and nonran­
domized comparisons using, for example, historical controls, case series, etc. Al­
though useful, these studies are not as rigorous as the RCT and the data that are 
produced are not as reliable. There are numerous examples where an intervention 
was found to be effective by a case series and then shown to be ineffective by the 
RCT. Fuller (13) reported on a case series of 194 smokers treated with acupuncture. 
Forty-one percent cessation rates were reported at 6 months. In a subsequent random­
ized trial (3), however, cessation rates were not only much lower (22'7b at 1 month) but 
no difference was found between real and placebo acupuncture. Dale and CoruwelJ (4) 
reported the results of both an uncontrolled trial, in which SSVo of womert given 
lavender oil following labot stated that it was of benefit, and a subsequent RCT in 
which no difference was found between true lavender oil, a synthetic lavender substi­
tute, and an inactive fragrance compound. Similar examples can be found in conven­
tional medicine. Cardiologists oncfe beheved that it was worth giving certain antiar­
rhythmic agents to patients with mild or asymptomatic arrhythmias. An RCT known 
as the Cardiac Arrhythmia Suppression Trial (CAST) (11), however, demonstrated 
that use of such agents led to higher mortahty than placebo. In the case of attributing 
cause and clinical effea, the RCT seems to be the best way of '•preventing fus) 
deceiving [ourselves] in regard to [our] creatively formed subjective bunches" (21), 

This brings us to a very important point: for one particular category of research 
question (attributing cause and effect), the RCT is the best form of study yet developed 
and therefore part of an inherent hierarchy of types of evidence. However, there is 
no hierarchy among categories of question. If the question is about what happens 
in clinical practice or about what patients arc doing and why, the RCT is unlikely 
to be the design of choice. A variety of different types of questions (Table I) must 
be asked and different types of evidence tised to create a mosaic picture for making 
judgments about clinical practice, Each different type of evidence has its particular 
role, strengths, relevance, and limitations. An efficient research strategy would pro­
vide a balanced approach, filling in the knowledge about all types of general questions. 

It is worth restating that the RCT is not the only valid type of research. A number 
of different types of research methods are valid. Each is appropriate for answering 
particular types of questions. Just as qualitative research is the method of choice 
for investigating what i>eopk believe about a novel subject, so the RCT is the method 
of choice for attributing cause and effect, particularly with regard to the effects of 
a therapy. 

WHAT IS A STRATEGIC APPROACH TO RESEARCH? 

It is only appropriate to ask certain questions once the answers to other questions 
are known. The order in which research questions are approached can sometimes 
be illogical. One common mistake has been to jump immediately to placebo-
comroUcd RCTs of a standard therapeutic regimen without first having good prelimi­
nary evidence (e.g., from a pilot study or case series) that the regimen is of benefit. 
The study of homoeopathy in osteoarthritis by Shipley et al. (28) is a case in point: 
the practitioners involved were limited to the use of a single remedy. No pilot study 
or case series had demonstrated that this remedy could be used to treat osteoar­
thritis effectively, 
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Common failures to develop a strategic approach to research include: 

• Using untested interventions in definitive trials; ^ 
. Researching the mechanisms of a nonpharmacological dierapy before establishing whether 

it is of clinical benefit; 
. Developing outcome measures at the same time as evaluating a therapy; 
• Replication of negative research; and 
• Failure to balance theoretical and practical- questions. 

Some model examples of good strategic approaches to research are useful, l^nd^e 
an anesthetist with considerable experience with testing antiemetic agents, observed 
the use of the P6 acupuncture point to treat morning sickness in China and wondered 
whether this technique might help to control postoperative vomiting. He first con­
ducted a nonblinded, nonrandomized, pilot study comparing P6 acupuncture plus 
standard antiemetic medication to antiemetics alone (6). The results were positive 
for P6. thus validating the study model and paving the way for more ngorous research. 
Dundee then conducted a number of blinded, placebo-controlled trials (6;7;8) before 
undertaking open trials aimed at determining the most effective and acceptable 
methods of P6 stimulation {9;10;19). Koes and colleagues (15) undertook a compre­
hensive systematic review of manipulation for low back pain. Significant flaws m 
published research were identified before a new clinical study was designed (16). 
Atherton and coworkers (1) conducted an open assessment of a Chmese herbal prepa­
ration in eczema, which, when found to he beneficial, was more rigorously tested 
in two randomized controlled trials (25;27). To gain additional information, the 
patients taking the therapy were then followed for an additional 2 years to assess 
long-term safety and efficacy (26). 

HOW CAN INAPPROPfilATE INTERPflETATlONS OF TRIALS BE 
AVOIDED? 
Interpretation of the results of research is fundamental to the scientific process. 
Inappropriate interpretation can render studies worthless and has been a problem 

fo r C A M . J 1, 
Evidence that au agent has pharmacological effects in ammal or m vitro models 

does not imply that it is of clinical value. Aromatherapists have sometimes made 
this mistake in trying to evaluate the clinical effects of herbal products on the basis 
of laboratory evidence (20). 

Statistical significance and clinical significance differ, statistical differences in 
favor of a treatment do not imply that it is necessarily of clinical value. On the 
other hand, clinical significance is not always relevant. One criticism of ReiUy and 
colleagues' hay fever trial (29) is that the use of homoeopathy led to only small 
improvements in symptoms. However, they only aimed to investigate one particular 
question "Is homeopathy a placebo?," and the clinical value of homoeopathy was 
not at issue. „. u u • 

It is often inadvisable to make general statements about efficacy on the basis 
of trials of particular techniques with particular groups of patients. One negative 
trial of two homoeopathic remedies for the resumption of ileus after surgery (18) 
provoked a reaction against the therapy as a whole in the French press. Similarly, 
practitioners sometimes nSc trials to vindicate and support their practices, even when 
the treatment used in the trial was unlike the one they use in everyday practice. 
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How should we research unconventional therapies? 

Research that contains methodological flaws cannot be used as a basis for 
knowledge claims. Papers should be aitically appraised and interpreted in the light 
of any methodological shortcomings. 

Literature reviews have sometimes confused "no evidence of effect" with "ervi-
dence of no effect," a particular problem wheu investigating adverse effects Of treat­
ment. Moreover, if a study fails to demonstrate an effea, this does not mean that 
an effect does not exist, only that it could not be found by the study as carried out. 
One common reason for failing to find an effect is that the sample size is so small that 
the trial lacks suffident power to show a statistically significant difference between the 
treatment and control groups. 

The researdi evidence on a particular topic needs to be evaluated as a whole. 
Authors often cite only research thai supports then- own particular viewpoint. An 
example is the claim that mental attitudes increase survival time in cancer. Texts 
aimed at the general public often contain reference to a variety of positive studies 
but fail to mention trials that fail to show an effect of psychological factors or 
psychosocial interventions (2; 14). 

Single studies are rarely dependable; research should generally be replicated. 
Moreover, subgroup analyses only generate hypotheses. It has not been uncommon 
for practitioners to use analyses of subsets of data to support their practices. 

Reviewing these errors, we felt that avoiding inappropriate interpretations was 
a matter of following four steps: 
1. Interpreting the study in terms of the question: was the design appropriate? 
2. Evaluaring the study In terms of other relevant evidence: what other data can be 

brought to bear? 
3. Assessing the methodological rigor by which evidence was obtained; was the re­

search prOperly executed? 
4. Judging the generalizability of the study results: to what situations can we apply 

the results? 

More generally, we felt that appropriate interpretation is an inherent part of science 
and therefore depends on fostering a critical attitude toward the evaluation of evi­
dence. The pitfalls in interpreting evidence should be an integral part of courses in 
research methodology. To practice evidence-based health care, we must understand 
the means by which health care can te based upon evidence, 

QUESTION-ORIENTED RESEARCH: DOES IT WORK? 

One of the interestiug aspects of the conference was the opporttmity to evaluate our 
approach to research through discussion with CAM practitioners. We were con­
fronted by a number of practitioners who wished to conduct research, but who felt 
overwhelmed by its apparent complexity — and suspicious of techniques thought 
only to be appropriate to conventiotial medicine. We encouraged them to conceUtrat£ 
on a single question at a time and to match the question to a research design. Prac­
titioners fo\md that they felt comfortable with this process and realized that research 
would not necessarily be "unfair" to their therapy. 
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Questions for the Research Training Panel: 

What training do conventional investigators need to conduct CAM research? 

Are there specific issues involved in training conventional researchers to study CAM questions? 

What training do CAM professionals need to (1) collect valid data; (2) collaborate on research 
projects; (3) contribute as members of research teams; (4) design and conduct high quality 
research? 

How can CAM practitioners become better educated in the critical evaluation of CAM product 
claims and the results of CAM protocols and clinical research? 

What policy recommendations can you offer the Commission on the training of (1) conventional 
investigators; and (2) CAM investigators and practitioners to strengthen CAM research and the 
pool of highly qualified researchers in CAM? 
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Biosketches for the 5/2001 White House Commission 

Dr. Nancy J. Pearson received her Ph.D. degree in Biology from Brandeis University 
and was an NRSA postdoctoral fellow at Albert Einstein College of Medicine (NY). Her 
area of research was microbial molecular genetics. She was on the faculty of the 
University of Maryland until 1989, after which she accepted a position at NTH as a 
Scientific Review Administrator in the newly formed Genome Center. In 1993, she 
moved to the NIH Center for Scientific Review, eventually becoming Chief of the 
Genetic Sciences Initial Review Group. Dr. Pearson joined NCCAM as a Program 
Director in February 2001. 

Dr. Neal B. West received his Ph.D. degree in Botany fi-om the University of Chicago 
and did biochemical research for 20 years at the Oregon Regional Primate Research 
Center, investigating the mechanisms of steroid hormone action in the reproductive tracts 
of non-human primates. He came to the NIH in 1990 and trained for one year as a Grants 
Associate before serving as a Scientific Review Administrator at the NCI for almost 5 
years. Dr. West joined the NCRR on August 5, 1996 and served for over four years as 
the Program Director for Laboratory Animal Sciences in the Comparative Medicine area. 
He accepted his current position of Program Director at NCCAM in July of 1999. 



WHITE HOUSE COMMISSION 

Training of Conventional and CAM Investigators 
5/16/2001 

Drs. Nancy J. Pearson and Neal B. West 
National Center for Complementary and Alternative Medicine 

Nafional Insfitutes of Health 

The NCCAM's ability to achieve its research goals is dependent on the availability of a critical mass 

of skilled invesfigators in both CAM and conventional communifies. Thus, NCCAM must encourage 

skilled researchers to investigate CAM approaches and train CAM and conventional practitioners to 

conduct or participate in rigorous CAM research studies. To this end, NCCAM is committed to 

providing funding for high quality mentored research training and career development opportunities to 

predoctoral and postdoctoral students who are interested in pursuing a career in CAM research. 

Funding for research training and career development opportunities are available not only to CAM 

practitioners, so that they may gain the knowledge and experience to conduct rigorous research in their 

field, but also to conventional medical researchers and practitioners so that they may increase their 

knowledge and experience in specific CAM research areas. In addition, NCCAM is committed to 

increasing the number of trainees from under-represented populations in scientific research. To this 

end, a request for applications (RFA) has been issued and $500,000 has been made available in FY 

2001 to fund two high quality NCCAM Institutional Research Training Grants for Minority 

Researchers. The overall goals of all NCCAM training and career development grant initiatives are to 

increase the number, quality, and diversity of CAM researchers. 

Since the NCCAM wishes to take advantage of all options for research training, our Center has agreed 

to support the full array of NIH research training grant support mechanisms (especially utilizing the 

National Research Service Award Program [NRSA]) and career development grant support 

mechanisms across all possible career stages. These mechanisms are listed on the chart on the next 

page by stage of training/career development. 



NCCAM Research Training and Career Development Awards 

Stage of Career Mechanism of Support 

Undergraduate 

Research Supplements for Underrepresented Minorities 
Research Supplements for Individuals with Disabilities 

Graduate School 
Awards to Individuals 

F31 - NCCAM NRSA Individual Predoctoral Fellowship 
F31 - NRSA Predoctoral Awards to Minority Students 
F31 - NRSA Predoctoral Awards to Students with Disabilities 

Awards to Institufions 
T32 - NRSA Institutional Research Training Program 
T32 - NCCAM NRSA Institutional Research Training Program for 
Minority Researchers 
T35 - NRSA Short-Term Institutional Research Training Grant 

Postdoctoral * 
Awards to Individuals 

F32 - NCCAM NRSA Postdoctoral Fellowship 
KOI - Mentored Research Scientist Development Award 
K07 - Academic Career Award (Development) 
K08 - Mentored Clinical Scientist Development Award 
K23 - Mentored Patient-Oriented Research Career Development Award 

Awards to Institutions 
T32 - NRSA Institutional Research Training Program 
T32 - NCCAM NRSA Insfitutional Research Training Program for 
Minority Researchers 

Independent Career 
Awards to Individuals 

F33 - NRSA Senior Fellowship 
K02 - Independent Scientist Award 
K05 - Senior Scientist Award 
K07 - Academic Career Award (Leadership) 
K24 - Mid-Career Investigator Award in Patient-Oriented Research 

* This includes applicants who have received an N.D., D.C., O.M.D., D.O., Ph.D., M.D., D.D.S., 
D.V.M., O.D., D.P.H., D.Sc, Eng.D., Dr. Ph.D., Pharm.D., D.S.W., D. Psy. or equivalent doctoral 
degree from an accredited domestic or foreign institution . 



Even before 1999, when NCCAM obtained the authority to issue our own awards, we committed 

funds to support fellows through other NIH Institutes (copays) and other Federal agencies. And we 

are following through on those commitments already made. In FY 99, our first year of funding, 1.31 

percent of NCCAM's budget went to support research training in the form of Individual and 

Institutional NRSA Training Grants and Mentored Research Career Development Awards. In FY 

2000, this increased to 3.78 percent of NCCAM's budget. More detailed informafion is given in the 

Table below on the distribufion of funds for FY2000. 

NCCAM TRAINING & CAREER DEVELOPMENT SUMMARY 

• NCCAM Fellowships 
7 F31 (NRSA Predoctoral Fellowships) 
2 F32 (NRSA Postdoctoral Fellowships) 

(subtotal) 9 Fs 

• Institutional Training Grants (T32) 

5 Copays (1 pre- and 6 postdoctoral trainees) (3 are chiropractors) 
2 NCCAM's (4 pre- and 8 postdoctoral trainees) 

(subtotal) 7 T32s (5 pre- and 14 postdoctoral trainees) 

TOTAL TRAINING (NRSA) (12 pre- and 16 postdoctorals) $1.1 M 

• Career Development Awards 

3 KOls 
2K08S 
4 K23s (1 is a chiropractor) 
2 K24s 

TOTAL CDAs (11 postdoctorais) $1.3 M 

NCCAM T O T A L F Y 2000 TRAINING & C A R E E R DEVELOPMENT: $2.4 M 



In addition to these NRSA research training and career development grant support mechanisms, 

training in CAM also occurs within several of NCCAM's 12 large Specialty Centers. NCCAM-

funded regular research grants also provide training in CAM for students, fellows, technicians, and 

others who are key personnel on these grants. Finally, in the near future, NCCAM plans to further 

enhance its ability to support research training in CAM by the establishment of an interdisciplinary, 

intramural research program on the NIH campus. 
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White House Commission on Complementary and Alternative Medicine Policy 
Research Challenges; "Training of Conventional and CAM Investigators" 

Topic Time: Wednesday May 16, 2001, 9:25-10:05 
Speaker: Robert H. Blanks, Ph.D. 

Professor of Anatomy and Neurobiology 
University of California, Irvine 

Outline of testimony: 

1. Speakers expertise in research training of Conventional/CAM practitioners 
Human research compliance: Chair, Institutional Review Board (IRB) 
Animal research compliance: Chair, Institutional Animal Care and Use committee (lACUC) 
Extensive research experience in animal and human research 
Medical educator: 23 years 
Director of Research for large clinical service 
Lead Researcher: practice-based outcomes in several CAM modalities 
Director of multidisciplinary CAM research group 
Area of CAM research: subluxation-based chiropractic, Oriental Medicine) 
Research expertise: health, wellness and quality of life outcomes assessment 

2. Summary of research strategies in medical model vs. social science model of research 

Although the medical model and its research (gold ) standard is the randomized clinical 
trial, there are other well-established research formats in Social Science which are ideally suited 
for creating a "culture of evidence" around the broad, holistic perspectives of many of the CAM 
modalities. A brief discussion of these often conflicting research designs (medical vs. social 
science models) should help set the stage for a systematic approach for evaluating the CAM 
modalities which, by their very nature, respond well to social science survey research, but do not 
lend themselves to "sham interventions", "randomization" or other criteria of the medical model. 

3. Recommended focus of CAM research agenda: 

Research design: Focus on practice-based health outcomes studies 
(initial cross-sectional studies, then time-varying series and selected 
randomized, controlled studies) 
Care to evaluate CAM modalities by discipline, and in many instances 
subdiscipline to avoid the experimental errors from pooled data from 
dissimilar clinical protocols. 

Outcomes measures: broad measures of health (bio-, psycho-, social-, & spiritual-measures) 
vs. symptom relief 

Research populations: Community-based population studies to control for sociodemographic, 
socioeconomics, and confounding health issues (e.g., health status, 
social networks, mental/emotional status, health beliefs/values, life­
style practices, and concurrent use of other health promoting 
modalities. 

Research Methods: Multivariate analysis to evaluate multiple outcome measures 

4. Research training formats: 
Regional training and statistical core sites funded by core center grants. 
Coordinated training sessions: National conferences, Continuing Education, etc. 
Coordinated CAM research training curriculum: specialized test, visuals, multimedia format 
Degree and non-degree programs (Specialized MS or Certificate programs for combined training 

(e.g., MD-MS, DO-MS, DC-Ph.D., etc.) 
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PROFESSIONAL RESUME DR. ROBERT H.I. BLANKS 

Office: (949) 824-7991 
Department of Anatomy and Neurobiology 
University of California, Irvine 
Irvine, California 92697-1275 USA 
FAX: (949) 824-8549 
e-mail: rhblanks@uci.edu 

(b)(6) 

Rochester Hills, Mi 48306 

EDUCATION Ph.D. Physiology, University of California, Los Angeles, CA 1973 
M.A. Physiology, University of California, Los Angeles, CA 1969 
B.A. Pre-Medical Sciences, Humboldt University, Eureka, CA 1968 

EMPLOYMENT Tenure- Track Appointment. Dept Anat & Neurobiol, UC Irvine, Irvine, CA 
Professor, 1993 - present 
Associate Professor, 1983 - 1993 
Assistant Professor, 1978 - 1983 

Joint Appointments, UC Irvine, Irvine, CA 
Dept Otolaryngol Head/Neck Surg 1978 - 1998 
School of Biological Sciences 1980 - present 
Dept. Sociology 1999 - present 

Visiting Prof. Anatomy, South-Baylo, Oriental Med Univ, Anaheim, CA, 7/96- present 
Associate in Anatomy, Dept Anatomy, Harvard Medical School, 1977 - 1978 
Visiting Scientist. Max Planck Inst. Brain Res, Frankfurt, Germany 1974 - 1976 
Asst Res Neurologist, Depart Neurol, UC Los Angeles, 1973 - 1974 
Pre-Doctoral Fellowship. Depart Physiol, UC Los Angeles. 1969 - 1973 

AFFILIATIONS Clinical Anatomists Association 
Council of Chiropractic Practice, Chandler, AZ 
Intemational Oriental Medical Research Association, Irvine, CA 
Association for Assessment and Accreditation of Laboratory Animal Care (AAALAC) 

(consultant and site visitor) 

ADMINISTRATION Himian Subjects Research Compliance (1999 - present): 
(Committee member and Chair UCI Institutional Review Board (IRB): Human subjects 
(IRB) compliance, review of human subjects research protocols and research design) 

Animal Research Oversight and Compliance (1981-1991): 
(Chairman of Institutional Animal Care and Use Committee (lACUC); 
Monitored compliance with Federal (USDA, NIH-OPRR), State and University 
Regulatory issues; Mentored new committee members, faculty and students on 
guidelines and regulatory issues). 

Animal Research Administration (1991 - 1993): 
(Advisor to Vice Chancellor for Research and Graduate Studies on all animal 
research conduct and regulations issues) 

Faculty Asst. Vice Chancellor for Res & Grad studies 1991 - 1993 
Interim Director, UCI Office of Animal Research 1992 - 1993 
Interim Animal Research Facilities Manager 1992 
Chairman, Campus Veterinarian Search Committee 1993 



CLINTON LIBRARY PHOTOCOPY 
ADMINISTRATION (cont.) 

Chairman, Scientific Misconduct Panel (1997 - 1999): 
(Provided oversight to one of the largest scientific misconduct panels ever 
convened at the University of California. The case involved 
alleged misconduct across 10 years by multiple investigators, and involves 
millions of dollars in class action lawsuits from hundreds of respondents). 

Co-developer and Co-Director (1995-1997): for a multi-institutional, 
multidisciplinary Southern California Center for the Study of 
Complementary Medicine. This concept established a solid working affiliation 
between the UCI College of Medicine, a major chiropractic college, and one 
of the largest Schools of Oriental medicine in Southern California. 

Director of Medical Education. Dept of Anat & Neurobiol, UCI (1994-1998): 
(Coordinated curriculum and scheduling for the three departmental courses -
gross anatomy/embryology, neuroscience, and histology. Was successful in 
implementing two new courses into the medical curriculum I) a 6-week 
intensive summer program for remediation in gross anatomy, and 
2) "Introduction to Oriental Medicine" an interdisciplinary course for freshman 
medical students to teach cross-cultural, and complementary medical care). 

RESEARCH 

Chairman, Academic Personnel Committee. Dept of Otolaryngol (1987-1997): 
(In change of committee responsible for all faculty appointments, and preparation of 
merit/promotional packets for 20 member clinical faculty). 

Distinguished (25 year) basic science and clinical research career: 
(specializing in visual-vestibular interaction, postural disorders, sleep disorders, 
CAM health outcomes research: health, welhiess and quality of life assessment). 

PUBLICATIONS 

Directed the research activities of the following students (career total): 
11 Graduate students and postdoctoral fellows 
78 Undergraduate biological science honors smdents 
19 Surgery and Otolaryngology, Head/Neck Residents 
10 Medical students 
5 Physical Therapy Masters students 

Director of Research, Dept. Otolaryng. Head/Neck Surgery (I98I-1989): 
(Supervised resident research; mentored faculty research development) 

Research Career Development Award (1979 - 1984): 
(NIH - National Eye Institute) 

Principal Investigator on Intemational, CAM health outcomes research (1994 - present): 
(practice-based; retrospective and prospective design; patient-centered study on health 
values and beliefs using wellness and quality of life surveys). 

(Selected from 65 peer-reviewed manuscripts, 12 book chapters and 88 absti-acts) 

Blanks, R.H.I., Fowler, CO., Zizz, C.A., Williams, K.E. Postiiral adjustments by moving visual (horizontal 
optokinetic) patterns. J. Am. Acad. Audiol. 7:39-48, 1996. 

Blanks, R.H.I., Schuster, T. L., Dobson, M. A reti:ospective assessment of network care using a survey of 
self-rated health, wellness and quality of life. J. Vertebral Subluxation Res. 1:15-31, 1997. 

Blanks, R.H.I., Giolli, R.A., and van der Want JJL. Neuronal Circuiti^ and Neurotransmitters in the 
Pretectal and Accessory Optic Systems. In: Progress in Brain Research, Neurochemistry of the 
Vestibular System, A.J. Beitz and J.H. Anderson (eds.), CRC Press, Boca Raton, FL, 1999. 



EXTRAMURAL FUNDING (Career summary) 

Intemational NATO Research Travel Grant 22,704 
Korean Manpower Institute 20,000 
Migun Medical Instruments, Korea 551,781 

Federal National Institutes of Health 1,024,273 
National Science Foundation 349,615 
Veterans Administration 752,352 
National Aeronautics & Space Administiation 663,510 

State University of California 23,306 
Private Respiratory Sleep Disorders Foundation of CA. 250,000 

Pauley Research Foundation 20,000 
Margaret W. & Herbert Hoover, Jr. Foundation 49,775 
Forty First Medical Endowment Trust 32,000 
Association for Network Chiropractic 244,000 
Wellness Research Institute, Body Wise Int. 30,000 

Career (Total Direct Costs) 4,033,316 

TEACHING Medical and allied health education and curriculum development (1978-present): 
(Teaching specialties: gross anatomy, neuroscience, and alternative/complementary 
medicine approaches to stress reduction) 

Lecturer, Gross Anatomy, Neuroscience 1979 - present 
Course Director, Medical Gross Anatomy 1988 - present 
Course Director, Summer Gross Anatomy 1995 - present 
Course Director, Introduction Oriental Med 1998 - present 
Course Director, "Acupuncture Anatomy" 1994 - present 
Continuing Education in Acupuncture 1999 - present 

Taskforce Member, Development of Ph.D. program in Audiology (1989-1992): 
(Assisted in developed curriculum and all affiliations for a new graduate program 
Audiology involving three Institutions, and several Departments at the UCI 
College of Medicine). 

HONORS Research Career Development Award, National Eye Institute 1979-1984 
Silver Beaker Certificate for all around basic science faculty 1982, 1983 
Kaiser-Permanente Award for excellence in teaching 1994 
Vice Chancellor's Award for committed service to Animal Programs 1994 
Award of Appreciation, South Baylo Univ, curriculum development 1995 
Award for Extraordinary Service, UCI, Scientific Misconduct panel 1997 
Excellence in Teaching, South Baylo Univ School of Oriental Med 1998 
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Dr Russell Phillips is Associate Professor of Medicine and Director of Research in the 
Division of General Medicine at Beth Israel Deaconess Medical Center and Harvard 
Medical School. He directs Harvard-wide fellowship programs in complementary and 
alternative medicine, and general medicine. His research interests include clinical 
decision-making and epidemiology, and CAM research. He directed Beth Israel's 
participation in the SUPPORT Project, a study of patient outcomes, preferences and 
decision-making in the care of seriously ill patients. His work includes studies of patient 
preferences for treatment and physician-patient communication, treatment effectiveness 
and disease outcomes and the impact of patient age and race on resource use and clinical 
decision-making. He is Principal Investigator of a study on quality of care for Asian-
Americans funded by ARHQ and is co-investigator on an NCC AM-funded project 
comparing usual care to a choice of massage, acupuncture, or chiropractic for patients 
with low back pain. He is Principal Investigator on a proposal to study the effects of 
massage on patients hospitalized with cancer. Dr. Phillips is also Principal Investigator 
on an NCCAM fiinded T32 training grant, which prepares physicians for academic 
careers focusing on CAM research. Dr. Phillips has mentored more than 20 fellows His 
trainees' publications include alternative medicine use by patients with IflV and the use 
of alternative medicine by older patients Current CAM fellows are conducting clinical 
trials on magnets for patients with osteoarthritis. Tat Chi for patients with heart failure, 
and chiropractic for children with recurrent ear infections. Dr. Phillips intends to become 
a leading CAM researcher and mentor, and is applying for an NCCAM funded Mid-
Career Investigator Award in CAM research. 
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Testimony prepared by Russell S. Phillips, M.D. for the White House Commission on 
Complementary and Alternative Medicine Policy 

What training do conventiona! investigators need to cotiduct CAM research? 

1) Investigators need to be well versed in research methodology, usually requiring 
advanced training at a Master's or doctoral level 

2) Investigators need an understanding of CAM modalities they wish to study, including 
the paradigms of health and healing held by CAM practitioners, mechanisms of 
action, (when these are understood), and familiarity with previous research on the 
CAM modality of interest, 

3) Investigators need mentoring, both by CAM practitioners and e\-perienced clinical 
investigators, to assist in developing the research question, methods, the analysis 
plan, and preparation of reports for publication. 

At Harvard Medical School, we have a training program for internal medicine physicians 
to develop skills needed to perform CAM research. This program provides Master's 
level training in research methods, introduaion to CAM modalities and practitioners, and 
mentoring, both by CAM practitioners and experienced clinical investigators 

I would like to describe our program briefly: 

The Faculty Development and Fellowship Program in Complementary and Alternative 
Medicine at Harvard Medical School accepts applicants for 3-year academic fellowships 
in General Internal Medicine, and Complementary and Alternative Medicine. The 
Program offers each Fellow an appointment at Harvard Medical School hospitals. All 
fellows participate in the intensive summer program in Clinical Effectiveness at the 
Harvard School of Public Health. Fellows qualifying for acceptance to the Harvard 
School of Public Health pursue a rigorous curriculum that could lead to a Master of 
Science or Master of Public Health degree. The Program also includes structured 
experiences to improve teaching skills and supervised clinical activities under the 
direction of experienced faculty in general internal medicine, and complementary and 
alternative medicine. Each Fellow is expected to design, conduct, present, and publish 
one or more original investigative projects. This fellowship in Complementary and 
Alternative Medicine is funded by the National Institutes of Heakh, National Center for 
Complementary and Alternative Medicine, as a T32 training program. 

Our program begins each July 1 with a seven-week summer core curriculum taught by 
Program faculty in collaboration with faculty at the Harvard School of Public Health 
(Clinical Effectiveness Program). The 15-credit core curriculum includes required 
courses in biostatistics, epidemiology, and elective courses in health policy, health 
services research, decision sciences, quality improvement, and public health ethics. The 
intensive summer experience includes about six hours per day of classroom time and 
about four hours per night of assignments, including two required class presentations. 
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After completion of the summer core cuniculum. Fellows accepted into the Master's 
Program may continue to take advanced courses at the Harvard School of Public Health 
and, upon earning 40 academic credits, can obtain a Ma&ter of Science or Master of 
Public Health degree. Although the degree itself is optional. Fellows are strongly 
encouraged to take specific advanced course work that will help develop the investigative 
skills required for their original research projects. 

Fellows attend weekly seminars or research conferences addressing research in progress, 
and study design. These sessions, which bring together Fellows who are located at 
various sites within the program, reinforce the skills learned in the classroom. Monthly 
seminars in the Center for Alternative Medicine Research and Education at Beth Israel 
Deaconess Medical Center provided a forum to present and discuss ongoing research, and 
a journal club provides opportunities to review recently published research in 
complementary and alternative medicine 

Beginning at the end of the summer core curriculum of the first fellowship year, each 
Fellow provides care for patients. Fellows also works with alternative medicine 
providers, observing their practices. An integrative practice site at Beth Israel Deacot\ess 
Medical Center is under development, and will likely serve as a clinical site in the future. 

Each Fellow participates in a series of "teaching how to teach" seminars and colloquia 
under the direction of clinicians who are recognized as outstanding teachers. In addition, 
each fellow has opportunities to serve as a teacher of medical students and housestaff in 
the ambulatory practice of a sponsoring clinical site, and to teach undergraduate courses 
and continuing medical education programs in alternative medicine at Harvard Medical 
School. 

Each Fellow worics in close collaboration with a faculty mentor and initiates a research 
project during the first year of the fellowship. The project may use any or all of the 
methodologic disciplines that are included in the academic curriculum and focuses on 
complementary and alternative medicine. Projects may utilize a variety of methodologies 
and topics that include: clinical epidemiology, clinical trials, decision analysis, patient 
outcomes, health services research, health policy, practice variation, technology 
assessment, access and equity in health care, quality improvement, disease prevention, 
health promotion, ethics, and informatics. Fellows present their plans and research tn 
progress at seminars within the program. They are encouraged and expected to present 
their findings at regional and national meetings of investigators, such as the upcommg 
International Scientific Meeting on CAM research in San Francisco They will also be 
invited to present their work at annual Continuing Medical Education courses directed by 
the Center for Alternative Medicine Research and Education at Beth Israel Deaconess 
Medical Center 

Faculty in the Program are recognized leaders in academic general internal medicine and 
complementary and alternative medicine, and include experienced CAM researchers and 
practitioners, Members of the core faculty include: Drs Joseph Audettc (acupuncture), 
Edward Chapman (homeopathy), E, Francis Cook (epidemiology), Roger Davis 
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(biostatistics), David Eisenberg (CAM research), Robert Fletcher (vitamins and disease 
prevention), Peter Goldman (clinical pharmacology), Janet Kahn (massage), Ted 
Kaptchuk (oriental medicine), Eric Leskowitz (hypnosis), Wcidong Lu (acupuncture), 
and Russell Phillips. Dr. Phillips direas the program, and Dr. Eisenberg, Director of the 
Center for Alternative Medicine Research and Education, serves as Co-director. 

Applicants must be board-eligible or board-certified in internal medicine at the start of 
their first fellowship year. Applicants are screened on the basis of their career goals and 
on the recommendations of faculty from their medical schools and residency programs. 

Fellows who are accepted into the Program are then required to complete a formal 
application to the Harvard School of Public Health prior to beginning the Fellowship In 
addition to the fellov̂ rship stipend, the Program pays fiill tuition for the summer core 
curriculum, and for fellows in the Master's degree program, all the courses that are 
required (40 credits) for a Master's level degree at the Harvard School of Public Health. 
The sponsoring Harvard institution pays the cost of tuition not covered by our NIH 
training grant. 

The program is particularly interested in applications from individuals from under-
represented minority groups. 

Are there specific issues involved in training conventional researchers to study CAM 
questions? 

Conventional researchers need to understand the CAM practice being evaluated, and need 
to work collaboratively with CAM practitioners who are expert in the CAM modality 
being studied. Several research issues are potentially problematic in performing CAM 
research. These include consideration of the placebo effect, difficulties in blinding both 
investigators, and difftcuhies standardizing interventions. By its nature, many CAM 
treatments, such as massage, are individualized for the patient based on the provider's 
expertise. Not allowing the provider to individualize the therapy provided may reduce 
substantially the effects of the intervention under study and would not reflect CAM 
practice in the community. 

What training do CAM professionals need to (J) collect valid data; (2) collaborate on 
research projects; (3) contribute as members of research teams; (4) design and conduct 
high quality research? 

These research activities are listed in order of increasing complexity. For each of these 
activities, the necessary training would be similar to that required of other clinicians who 
participate in research. Commonly clinicians can be trained, in relatively short training 
sessions, to collect and record data. Members of our research group did this successfully 
in a NCCAM-fUnded study of patients seen by chiropractors, acupuncturists, naturopaths 
and massage therapists. Training sessions should include the fundamentals of research 
methods, how to collect and store scientific data, and human subject protections that need 
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to be in place before research can be performed. For CAM providers to collaborate and 
contribute as members of a research team, CAM providers rteed increasing research 
sophistication which may vary depending on the study under consideration In order to 
design and conduct high-quality research. CAM providers need the same training we 
provide to physician-researchers, as described above. 

HoMi can CAM practitioners become better educated in the critical evaluation of CAM 
product claims and the results of CAM protocols and clinical research? 

Similar to the training physicians should receive, CAM practitioners need training in 
skills necessary to critically appraise a published study These skills include a basic 
understanding of research design and the limhs of each approach, an understanding of 
different measures of effect, of the meaning of p values, statistical significance and 
confidence intervals, and potential sources of bias and confounding. An excellent series 
of papers on critical appraisal skills has been published in JAMA, which form the basis 
for many critical appraisal courses taught to physicianŝ  and; could easily be adapted for 
CAM practitioners Ideally, courses on critical appraisal skills should be taught as part of 
continuing education and undergraduate programs. Given the limited regulation of CAM 
produrt claims, it is especially important for CAM providers to be able to assess the 
strength of evidence supporting these claims. 

i 
What policy recommendations can you offer the Commission on the training of (J) 
conventional investigators; and (2) CAM investigators and practitioners to strengthen 
CAM research and the pool of highly qualified researchers in CAM? 

First, I recommend that increased funding for CAM research be made available for 
training programs for both conventional investigators and CAM investigators and 
practitioners. We need increased ftinding for career development awards, to enable 
investigators focusing on CAM to develop into independent investigators. We need 
increased funding for mid-career investigators to provide support for the time required to 
mentor new investigators, and we need increased research support for CAt4, to further 
stimulate the grovrth of CAM research. 

I 



TWO "WORLD" VIEWS OF RESEARCH & RESEARCH TRAINING 

RESEARCH OBJECTIVES: 

CLINICAL OBJECTIVES: 

"BIOMEDICTNE MODEL" 

seeks laws, studies objects 
prefers simplification 
linear logic 
distrustful of peoples opinions 
collects facts 
limits choices 
assumes data are objective 

reductionism 
disease care 
benchmarks: minimum standards 
patient as (passive) recipient of care 
Third-party (Insurance) reimbursed 

"SOCIAL SCIENCE MODEL" 

studies patterns, processes & contectual format 
skeptical of simplification 
search for patterns 
assumes peoples knowledge matters 
track rivers of information 
evaluates many choices 
assume data are subjective 

holism/vitalism 
illness/wellness promotion 
benchmarks: vital standards 
client-practitioners health partnerships 
Insurance reimbursed short-term; 
oflen self-paid thereafter 

EVIDENCE-BASED (PRACTICE) GUIDELINES: 

Chiropractic: Musculoskeletal Chiropractic 
(Guidelines for Chiropractic Quality 
Assurance and Practice Parameters: 
Proceedings of the Mercy Center 
Consensus Conference, 1992) 

Subluxation-based Chiropractic 
(Council of Chiropractic Practice Guidelines, 
Clinical Practice Guideline No 1: Vertebral 
Subluxation in Chiropractic Practice, 1998) 

Submiued bv: Roberl H. Blanks, Prof Anatomy and Neurobiologj', University' of Califomia, Imne 
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Figure 1: "Wellness" model derived from patient-centered data from 2,818 patients undergoing a form of chiropractic called Network 
Spinal Analysis (NSA). The cause-effect relationships between the "derived variables" in the ovals (NSA Care, Wellness, Life 
Changes Lifestyle) and the actual items on the questionnaire in rectangles (independent variables) is determined statistically using 
Path Analysis (for additional details see text). The solid arrows indicate the ordered, cause-effect relationships predicted by the data; 
the dashed lines indicate the actual variables significantly related to each derived variable. Note that care impacts wellness directly, 
and indirectly by promoting beneficial lifestyle changes. In this model, lifest>'le promotes wellness only indirectly by impacting life 
enjoyment. 



MlGINALRESE^RCH 

A Retrospective Assessment of Network Care 
Using a Survey of Self-Rated Health, 

Wellness and Quality of Life. 
Robert H. I. Blanks, P/i.D,' ' 

Tonya L. Schuster, Ph.D,' Mamie Dobson, B.A.' 

Abstract —The present study represents a retrospective characterization of .Network Care, a health care discipline 
within the subluxation-based chiropractic model. Data were obtained from 156 Network offices (49% practitioner par­
ticipation rate) in the United States, Canada, Australia, and Puerto Rico. Sociodemographic characterization of 2818 
respondents, representing a 67-71% response rate, revealed a populadon predominately white, female, well-educated, 
professional, or white collar workers. A second objective of the study included the development and initial validation 
of a new health survey instrument.The instrument was specifically designed to assess wellness through patients' self-rat­
ing different health domains and overall quality of hfe at two "time" points: "presently" and retrospectively, recalling 
their status before initiating care ("before Network"). Statistical evaluation employing Chronbach's alpha and theta 
coefficients derived from principle components factor analyses, indicated a high level of internal reliability in regard to 
the survey instruraent, as well as stable reliability of the retrospective recall method of self-rated perceptions of change 
as a function of duration of care. Results indicated that patients reported significant, positive perceived change 
(p < 0.000) in all four domains of health, as well as overall quality- of life. Effect sizes for these difference scores were 
all large (>0.9). Wellness was assessed by summing the scores for the four health domains into a combined wellness scale, 
and comparing this combined scale "presendy" and "before Ner^vork."The difference, or "wellness coefficient" span­
ning a range o f - 1 to +1, with zero representing no change, showed positive, progressive increases over the duration of 
care intervals ranging from 1-3 months to over three yean. The evidence of improved health in the four domains (phys­
ical state, mental/emotional state, stress evaluation, life enjoyment), overall quality of hfe from a standardized index, and 
the "wellness coefficient," suggests that Network Care is associated with significant benefits.These benefits are evident 
from as eariy as 1-3 months under care, and appear to show continuing clinical improvements in the duration of care 
intervals studied, with no indication of a maximum clinical benefit. These findings are being further evaluated through 
longitudinal studies of current populations under care in combination with investigation of the neurophysiological 
mechanisms underlying its effects. 

Key Words: Network spinal analysis, vertebral snbhixation, chiropractic, self-rated outcomes assessment, weUness, overall quality of life. 

Introduction 
Net\vork Care is a health care discipline within the subluxa­

tion-based chiropractic model' practiced by members of the 
Association for Network Chiropractic (ANC), nationally and 

'Department of Anatomy and Neurobiology, -Department of 
Otolaryngology-Head and Neck Surgery, College of Medicine, 
'Department of Sociology, University of California Irvine, 
Irvine, CA 92697. 

Address reprint requests to: 
Robert H. I . Blanks, Ph.D., Professor, Department of Anatomy 
and Neurobiology, College of Medicine, University of 
Cahfornia, Irvine, California 92697-1275. 
e-mail: rhblanks@uci.edu 

internationally. Building from a base of consistent clinical obser­
vations, and repeated anecdotal reports of health benefits, the 
present study was conducted to fulfill the following three objec­
tives: (1) to characterize the patient population undergoing 
Network Care; (2) to develop a new survey instrument of sufli-
cient design and scope to allow assessment of a non-medical 
health discipline, and (3) to assess changes in panents' self-rated 
health, wellness, and overall qu.ility of life. 

Network Care is founded on the premise that individuals free 
of the complex of factors precipitating from, or leading to, ver­
tebral subluxation experience a greater range of inherent ad.ipt-
ability and, hence, a greater sense of relative health or wellness. 
In a large percentage of individuals, Network Care evokes spon­
taneous self-perpetuating contractions of the paraspinal muscu­
lature.'The movements may be subtle, barely perceptible, or very 

Retrospective asse^nieiu of Network Care JOURNAL OF VERTEBRAL SUBLUXATION RESEARCH, VOL. 1, m. 4,1997 15 



obvious and may involve the arms and legs. Over a period of 
several months, physiological and psychological changes have 
been observed clinically, including increased flexibility of the 
spine, increased range of motion, improved mood and sense of 
relaxation, self-reported "wellness," and greater capacity to cope 
with stressful situations. These observations provide a basis for 
considering that Network Care involves body-mind interac­
tions. 

Consistent with the definition of health offered in 1958 by 
the World Health Organization,^ as being "a state of complete 
physical, mental, and social well-being, and not merely the 
absence of disease or infirmity," overall improved health is one 
of the clinical objectives of Network Care. Until recently, meth­
ods to assess health changes relative to this definition have been 
unavailable. 

However, with the advent of new outcome measurements for 
physical, mental and social well-being, as well as a greater aware­
ness of the need to provide padent-centered outcomes, many 
disease treatment modalities are beginning to evaluate the effec­
tiveness of their intervention in regard to the more holistic 
W H O definition of health.'"' Ironically, while this adds a greater 
understanding of "holistic" health to the medical perspective, 
this approach is not yet widely adopted in the area of health care 
where it would be most applicable, i.e., non-medical practices 
that have as their primary clinical goal the enhancement of over­
all health.This is perhaps due to the disease-specific orientation 
found in most recently developed surveys.' 

A more thorough investigation of the efficacy of non-med­
ical approaches is also confounded by a confusion of terms aris­
ing from the changing medical perspecdve. This new lexicon 
developed to accommodate the increased public and scientific 
interest and utilization of various practices considered outside of 
orthodox (allopathic) medicine. Terms such as "complemen­
tary" and "alternative" medicine, while useful in categorizing 
practices which treat disease but are outside of orthodo.x medi­
cine (e.g., homeopathy, acupuncture), fail to differentiate those 
practices (non-medical) whose clinical objectives do not involve 
direct intervention in symptom alleviation or the treatment of 
disease. 

By grouping all health care disciplines considered "outside" 
orthodox medicine under the umbrella of "complemen­
tary/alternative medicine," and then requiring that acceptance 
of these modalities be preceded by an evidence base derived 
from randomized clinical trials substantiating disease-treatment 
efficacy, the non-medical objective of certain disciplines (e.g., 
subluxadon-based chiropractic) is ignored. For example, a spe­
cific pracdce may not be effective in improving the symptoms 
of arthritis, although it may be effective in improving other 
aspects of health such as physical, mental, or social well being. 
Consequendy, dismissal of a given pracdce based on its lack of 
medical efficacy, without appropriate attention to its non-med­
ical effects, does little to identify why it is being utilized or how 
it is important in the evolving holistic concept of health. 

An example can be seen within chiropractic, where one 
school of thought views musculoskeletal manipuladon as a 
means of treating certain diseases and/or dysfunctions.' 
Chiropracdc practiced under this objective would qualify- as a 
drugless, but palliative (symptom-based) therapy. Consequently, 

it could be argued that its allopathic objecrive renders it a form 
of complementary or alternative medicine and thus could be 
readily assessed using research methodologies commonly 
employed in medicine. In contrast, another school of thought 
within chiropractic (to which Network Care aligns) views cor-
recdon of the condidon of vertebral sublu.xarion as a means of 
enhancing the body's inherent adaptive abiliries, thus improving 
overall health." This objecrive, identified with chiropractic since 
its inception' and recently re-emphasized by the Association of 
Chiropracdc Colleges," ditTerentiates it from the clinical objec­
tives of medicine. Consequendy, it seems imperarive that more 
appropriate methods be developed to assess the outcomes of 
such non-medical modes of health care. 

Studies now suggest that global self-ratings of health, as well 
as being highly predictive of such fundamental outcomes as 
mortality or longevity,""'- are also an effective and justifiable 
means of measuring broader health outcomes (i.e., not just the 
presence or absence of disease or symptoms).'' However, the psy­
chometric survey instruments currently available were devel­
oped predominantly to assess general health and quality of life 
relative to medical interventions,' and were found lacking for 
the purposes of the present study For example, among the 21 
most relevant instruments reviewed and evaluated by McDowell 
and Newell,' none are appropriate to measure changes in a pop­
uladon of patients likely to be presentirig for care already in rel­
atively good health (an assumption based on numerous informal 
interviews with Network Care patients and practidoners).This 
was an important consideration in the present study as problems 
exist with "ceiling" effects in many of the instruments reviewed 
which limit the ability to measure improvement in an already 
healthy populadon. Additionally, their lack of breadth or exces­
sive detail,' led to the development of a new instrument that 
would more direcdy reflect the W H O domains of physical, 
mental, and social well-being, without being cumbersome. 

As with any new survey instrument, the first step involved 
tailoring the design of the items and scales for the parricular 
condidon (wellness) being tested, and beginning the validadon 
process by examining the ability of the instrument to detect 
change (i.e., responsiveness) in a particular setdng." The sub-
scales of the wellness questionnaire items were formulated to 
reflect aspects of the broad WHO definition of health; including 
the domains of physical and mental/emodonal state, and 
intra/inter-personal life enjoyment indicative of physical, men­
tal and social psychological well-being. In addition, the wellness 
domain termed "stress evaluation" (ability to cope with the 
demands of the environment), reflected aspects of function.^ 
ability incorporated into broader contemporary definitions of 
health. These domains, as well as the combined wellness scale, 
were compared to a standardized overall quality of life instru­
ment'' to assist in the process of validating the new instrument. 

Typically, changes in outconie parameters are assessed with an 
"over-dme" study design to meet a requirement for establishing 
causality (the cause must precede the outcome in time). 
However, longitudinal data (multiple measurements for the same 
individual over rime) is cosdy and time-consuming, and the 
design is predicated on knowledge of the relevant time-frame. 
Cross-sectional studies of large populations are the appropriate 
first stage, and provide the opportunity to examine other ran-
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domly distributed factors which may influence the outcomes. 
Without longitudinal data, suggestive evidence of change (and 
causality) must rely on the retrospective recall of respondents. 
The use of measurements of this form is limited, since merely 
asking respondents for current health ratings is ambiguous 
regarding the necessary cognitive frame of reference (e.g., com­
pared to who/when). Moreover, merely asking for degree of 
change or improvement in health does not provide information 
on current levels of wellness (or the levels most common among 
individuals entering Network Care). Thus, the method of ask­
ing respondents to rate their level of health and wellness both 
"before Network" and "presendy" was developed, with the dif­
ference between these two scores representing "perceived 
change." This method provided a richer and more explicidy cir­
cumscribed format of response, allowing the respondents to 
clearly recognize an attempt was being made to elicit their per­
ceived degree of change in wellness. 

The new instrument was considered, overall, as a "wellness sur­
vey," yielding a "wellness coefficient" (reflecting perceived change) 
derived from the retrospective assessment of the combined wellness 
scale. The instrument was also designed to derive sufficient data 
to indicate the extent of its internal and external validity for 
continued use in evaluating Network Care, as well as for poten­
tial use in assessing medical and other non-medical health care 
approaches. 

Materials and Method? 

Practitioner population 
Nen.vork Care is currently practiced by licensed chiroprac­

tors recognized through their membership in the Association 
for Network Chiropractic (ANC), an international organiza­
tion. In this first stage of sampling, the membership of the 
ANC was designated as the pool through which the patients 
were surveyed. All offices were solicited regardless of size, and 
regardless of ful l - or part-time practice. Because of the number 
of ANC practitioners, the census was conducted in two parts. 
The first survey-questionnaires were distributed in November, 
1994 to 145 ANC practitioners with a request to have them 
completed by their patients and returned by December 30, 
1994.The second survey distributed identical questionnaires to 
the remaining 185 ANC practitioners in March, 1995 with a 
return request of April 30, 1995. A telephone "tree" was estab­
lished following each mailing to contact offices at least once, to 
encourage participation, answer questions, and deterndne rea­
sons for non-participation. 

From the 330 registered practitioners in the United States, 
Canada, Puerto Rico, and Australia, telephone follow-up 
revealed 9 were not practicing, leaving a total of 321 eligible to 
participate. From these, responses were obtained from 156 
offices, yielding a practitioner participation rate of 49%. 

Patient population 
In the patient san^pling stage, respondents were solicited 

through these 156 practices according to the following inclusion 
criteria; 1) under care for 1 month or more as of the survey date, 
and 2) 18 years of age or older. University of California, Irvine 
institutional human subject approval was obtained for the study 

which required respondents to provide verbal consent to partic­
ipate in the study. Practitioners were also instructed to sample 
accordingly: "all practice members [patients] under Network 
Care for longer than one month [as of the survey date] are to be 
included in this study. I f there are more than one hundred (100) 
practice members in your practice, and it is impossible to include 
them all, then simply include all those who are in the practice 
on a particular day or days (if possible, include at least 80 mem­
bers)." The practitioners returned the completed questionnaires 
which were entered into a database for analysis. 

Response rate 
Survey research literature indicates that studies of national 

scope designed for multiple subgroup comparisons (e.g., by gen­
der, age, duration of care, etc.) typically require sample sizes of 
1500-2500." A total of 2,818 completed questionnaires were 
received from these 156 practitioners. In a community study of 
this size it is difficult to obtain an accurate rate of return because 
there is no central registry of patients undergoing care. Thus, 
one purpose of this study was a first attempt to estimate the size 
of this populadon. This was done as follows: First, the average 
size of Network practices was estimated with data from 77 par­
ticipating ANC doctors completing a question on a "Doctor's 
Survey" regarding total number of patients in their practice.This 
information was supplemented with an additional survey of 59 
ANC practitioners attending a regional ANC training session. 
Both of these samples reported a median practice size of 40. 
Within the 156 participating offices, the total number of patients 
under care was thus estimated to be 6,240. Next, this total was 
corrected to estimate the sub-sample meeting the inclusion cri­
teria by age and duration of care. This was accomplished with 
data from a sub-sample of thirty randomly selected offices, 
which provided sociodemographic information about total 
patient population. An estimated 5-7% of patients were ineligi­
ble because they were younger than 18 years, thus excluding 
312-427 patients from the total patient population. Data on 
duration of care across all patients indicated that 15-17% of the 
total population was ineligible because they were under care less 
than one month at the time of the survey, excluding 936-1061 
patients: Finally, the size of the eligible population was adjusted 
for sampling techniques employed by the larger practices. Since 
an estimated 12.4% of offices included more than one hundred 
practice members, the selection process excluded a projected 
771 otherwise eligible patients from the pool. \X'ithin these 
parameters, the estimated range of the eligible population of 
patients from the 156 participating offices is 3972-4221, corre­
sponding to an estimated response rate of 67-71%. 

Procedures and measures 
In this cross-sectional study, participants completed a one­

time self-report questionnaire, consisting of a total of 87 ques­
tions (some containing sub-questions). The first objecrive. to 
characterize the patient population, was addressed through thir-
ry-two questions eliciting information concerning: 1) patient 
sociodemographic characteristics [13 questions], 2) gener.il 
health and health care history- [8 new questions], 3) chiropractic 
care history [6 new questions], and 4) physical responses to 
Network Care [5 new questions]. The second objective of this 
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study was the development and evaluation of an appropriate 
outcome instrument.Therefore, patients were also asked to com­
plete 55 questions, listed in the Appendix, concerning self-per­
ceptions of general health, wellness, and quality of life. These 
questions were developed with reference to previously used 
measures, and in consultation with a psychometrician. They 
were designed to elicit self-reported changes in health, wellness, 
and quality of life using perceptions of scores "presendy" against 
the explicit comparison of retrospectively recalled perceptions 
"before Network." 

Serving as a point of comparison, 14 of the 55 items were 
taken froni a psychometrically grounded "overall quality of life" 
instrument used by Woodruff and Conway (1992),'= and adapt­
ed from the original landmark studies of Andrews and Withey 
(1976)," and Caplan et al. (1984)." In this instrument, to assess 
quality of life in a wide variety of areas, item responses were pre­
sented in a 7-point scale in Likert format'" with choices scaled 
from 1-7 as "terrible," "unhappy," "mostly dissatisfied," "mi.xed," 
"mostly satisfied," "pleased," and "delighted." 

A battery of 41 original items were pardy adapted from a 
standard instrument assessing psychological status, "Structured 
Clinical Interview for DSM-III-R-Non-patient Edition."" 
Among these was one set of 10 items for evaluating stress (per­
ceived ability to cope with the demands of the environment) 
relative to several spheres (e.g., family, work, etc.), using a 5- ' 
point Likert scale with choices ranging from 1-5 as "none," 
"slight," "moderate," "pronounced," and "extensive." An addi­
tional set of 11 original items assessed what was labeled "life 
enjoyment," wherein respondents were asked to rate their feel­
ings and experiences contributing to a broad sense of inter- and 
intra-personal enjoyment on a degree scale of 1-5. Choices 
included "not at all," "slight," "moderate," "considerable," and 
"e.xtensive." Finally, using a frequency scale of 1-5 representing 
"never," "rarely," "occasionally," "regularly," and "constandy," 
respondents were asked to rate their physical state (symptoms) 
and mental/emotional state (feelings, satisfaction) with a set of 
10 items each. 

Scale items were reverse coded, as necessary, to consistendy 
reflect a higher score as indicative of better health. The items 
within each of the four domains were used to construct the 
indices assessing self-rated health.'" In order to facilitate com­
parison across scales varying in number of items and response 
codes, each was re-scaled so that the theoretically lowest scores 
(i.e., those in which a respondent gave the lowest possible 
response to all items) were coded 0 and the theoretically high­
est scores were coded 1." I f a given individual answered at least 
half of the items within a scale, a missing (non-response) value 
was replaced with their mean response score for the questions 
they answered.'" Finally, a combined wellness scale was constructed 
by summing the four wellness domains of physical state, men­
tal/emotional state, stress evaluation, and life enjoyment, and 
then re-scaling in the 0-1 metric range. Respondents with miss­
ing values (n = 222) on any of these four scales were excluded 
from further analyses.'' 

Statistical analyses 

The first concern, dealing with the development and initial 
validation of wellness-specific outcome measures, was to deter­

mine how well the item indicators (specific questions) and 
summated health domains indices, represented the theoretical 
concepts they purported to measure.That is, to what extent did 
the items/scales serve as valid measures of self-rated wellness 
and quahty of life. Because reliable measurement is a necessary 
condition in building a case for validity, the first step involved 
analyses of reliabihty (essentially repeatabihty), or the extent to 
which the measures consistendy yield the same results on 
repeated trials, free of "random error" or chance fluctuations. 
The more direct test-retest approach not only requires multiple 
measurements on the same individuals over time, and the often 
untenable assumption that the trait itself is stable, but is also 
entangled with any true differences in health associated with 
treatment (e.g. Network Care). Thus, the more commonly 
accepted analysis of internal-consistency reliability'" was used as 
an indicator of how well the individual items (questions) with­
in a scale reflected a conwion underlying health domains con­
struct. This analysis is based on the logic that confidence can 
be increased, that the underlying theme of health/wellness is 
reliably measured by using multiple measuring instruments 
(questions), and gauging the extent to which the item scores are 
interrelated beyond random fluctuation. Chronbach's coeffi­
cient alpha is the most often used statistic," and the most con­
servative test, because it is based .on the assumption that all 
questions contribute equally to tfie measurement of the single 
wellness theme. This stringent requirement of "parallel mea­
surement" means that alpha is a lower bound for the reliability 
of a multi-item scale. 

A closer estimate of true reliabihty is coefficient theta, which 
rehi.xes the assumption of parallel measurement. This is consid­
ered a maximized alpha coefficient. Also, within the construct 
of internal-consistency reliability, theta is calculated from the 
results of principle components factor analyses, which are meth­
ods for discovering clusters of interrelated variables. The analy­
sis essentially evaluates the extent to which the items share vari­
ability in concert with one another; this "shared variance" rep­
resents the undedying construct which, in this case, is the well­
ness theme of the measures.-'' The primary portion (principle 
component) of the shared variance among the items (eigenval­
ue) is a summary of how well the scores on given items account 
for, or predict, the scores on all other items (factor loadings). 
Calculation of the reliability coefficient theta is based on the 
magnitude of this principle component. Both alpha and theta 
coefficients are a product of the number of items and the 
strength of their intercorrelarions, ranging from 0-1.00, with a 
cut-off of greater than 0.7 as the widely accepted rule of thumb 
for demonstrating internal consistency.-' 

In addition to its use in the reliability analysis, factor analysis 
is also a useful tool for assessing the validit)- of empirical mea­
sures.=" The pattern of residual co-variation among the variables 
and factors, after accounting for the common variability in the 
principle component, was inspected to investigate how well the 
individual items support the theoretical theme (i.e., wellness 
domains). In addition, the convergence of the health dom.iin 
scales and the psychometrically validated overall quality of life 
index was considered (i.e., reliability, inter-scale correlations, and 
associations with other available data such as spinal injury etc). 

Using these newly developed health domain scales, the third 
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objective of this study was the evaluation of retrospectively per­
ceived changes in health and quality of life for patients while 
under Network Care. This was accomplished with bivariate 
comparisons of self-rated health scores "before Network" and 
"presendy." The statistical significance of this difference was 
determined using two-tailed, paired sample t-tests, which tests 
the null hypothesis that any differences between individuals' 
paired "before Network" and "presendy" scores result from 
chance fluctuation. Insofar as this evaluation involved the use of 
multiple scales, the usual alpha level of 0.05 was divided by the 
number of scales (5) to correct for multiple comparisons, yield­
ing p=0.01 at a 99% confidence interval." When the "p" value 
of this probability did not exceed the 0.01 cut-off, the null 
hypothesis was rejected, indicating that the difference is statisti­
cally significant.That is, at this level, only 1% of the time would 
the results be due to chance alone, or 99% of the time would the 
same pattern be found in the population from which the sam­
ple was drawn.' 

In addition, difference scores were calculated within each of 
the four health domain indices between "presently," and "before 
Network," to determine a patient's perceived change. 
Summation of all health domain index scores represented a com­
bined wellness scale for both "presendy" and "before Network." 
The difference score of the combined wellness scales, herein 
referred to as the "wellness coefficient," ranged from -1 to -f-1, with 
zero representing "no change," positive values indicating 
improved health, and negative values a worsening. 

While the large size of this sample assures that a statistically 
significant effect will not be missed (due to sample error intro­
duced by small sample size), statistical significance alone does not 
provide insight into the strength of a bivariate relationship or 
effect. Thus, measures of clinical significance, or size of "treat­
ment" effect, are commonly reported.= '̂=' In this regard, effect 
size was used to measure the magnitude of clinical or meaning­
ful change in the present study. Effect size represents a standard­
ized "benchmark" measuring the magnitude of clinical change.̂ " 
Cohen (1977) provided the widely accepted definition of an 
effect size of 0.20 as small, 0.50 as moderate, and 0.80 or greater 
as large, with large being a change of magnitude at least four-
fifths of a standard deviation of the baseline measure.='The most 
commonly accepted formula was used for calculating effect size: 
(M2 - M [ ) / S j , where M j and M2 are the group means at time 
one ("before Nen,vork") and two ("presendy"), and Sj is the 
standard deviation at time one.='This statistic compares the aver­
age differences in individuals' scores "presendy" to the amount 
of deviation across the scores of all respondents "before" begin­
ning care, with the idea that meaningful variations should be 
valued against the normal range of the majority of individuals' 
initial scores. 

To better visualize the extent and meaning of clinical effects 
(effect size) in the sample, the percentages of patients whose per­
ception of health/wellness worsened or improved more than 0.5 
standard deviation, or remained stable, were calculated. The spe­
cific cutoff values for improvement thus vary as a function of the 
distribution and variability of each index, and generally reflects 
a conservative moderate effect size. These cut-offs were super­
imposed on histograms of the difference scores (perceived 
change) for each index. 

Finally, to investigate i f the interval between "before 
Network" and "presendy" varied across respondents according 
to the duration of Network Care, the characteristics and associ­
ations of this parameter were examined. To capture meaningful 
time-bound differences in wellness, this continuous variable was 
categorically re-scaled to 1-3 months, 3-12 months, 12-36 
months, and greater than 36 months. The categorization was 
based on the assumption that the influence of the length of time 
since beginning care does not operate in a linear (one-to-one) 
fashion with regard to either retrospective recaU or the potential 
wellness related influence of care. Focusing on the validation of 
the retrospective recall approach, these four duration groups 
were compared in terms of the internal-consistency reliabiliry of 
the self-rated health and quality of life indices, as well as other 
potentially relevant health characteristics. The connection 
bervveen duration of care and the magnitude of retrospectively 
perceived changes in self-rated health and quality- of life (score 
for "presendy" minus the score for "before Network") was then 
examined using analysis of variance (ANOVA).^" This statistic 
compares variation across the group means (defined by length of 
time under care) to the average variation within those groups; 
the resulting probability indicates the extent to which differ­
ences across groups are real or due to chance. In addition, mea­
sures of the clinically meaningful variation in wellness, i.e., effect 
size, are particularly well suited for comparing differences across 
these treatn^ent duration groups. 

Results 

Patient Sociodemographic and Health Care Characteristics 
The sociodemographic characteristics of the study popula­

tion are presented in Table 1. The average age of respondents 
was 43 ± 12 years (mean ± SD) with a range of 18 to 95 years 
(U.S. mean age = 35 years).There was an over-representation of 
female (73%) compared to male (27%) respondents, and white 
ethnicity (94%), with the population reflecting only 1% black 
and less than 5% representation of all other ethnic groups. 
Socioeconomic characteristics of these respondents tended to be 
skewed toward higher education levels (79.6% college or grad­
uate school), professional/white collar (69.8%) occupations, and 
higher income (Table 1). 

A summary of the health histories for the population is given 
in Table 2. The majority of respondents self-reported their cur­
rent physical and emotional health as good (64'X)-68%) or excel­
lent (23%-28%), and only a few rated their physical/emotional 
health as poor (4%). Not surprisingly, in view of the wellness 
perspective of Network Care, the population had a low utiliza­
tion of orthodox medical services, even though there was a rel­
atively high incidence of persistent ailments (58%) and prior 
injury to the spine (47%). In this regard, only 28% of respon­
dents reported seeing a physician for other than routine physi­
cals; the last visit to a physician averaged 15 ± 30 months pre-
\ious to completing the questionnaire. Fewer than half of the 
respondents (38-41%)) reported taking any prescription or non­
prescription medications currently, or for a duration of at least 2 
months at any time in the past. 

Patients had been under regular Network Care for an aver­
age of 21 ± 27 months (Table 2). The frequency of Network 
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Care was consistent across offices ranging from an average of 2.7 
± 1.3 times/ week during the first 2-3 months, to 2.4 ± 1.3 
times/ week 3-6 months after initiating care, and further reduc­
ing to an average of 2.1 ± 1.2 times/ week after 6 months of 
care. Also consistent across offices, the vast majority of patients 
(75%) had been under previous chiropractic care for an average 
of eight years (96 ± 112 months) prior to beginning Network 
Care. In regard to Network Care, 95% of respondents report­
ed that their expectations had been met, and 99% reported that 
they would continue care. 

Table 1. Sociodemographic Characteristics 
of Patients undergoing Network Care 

Number of respondents: 2,818 

Age (years): 43.4 ± 11.5 (2770) 

Gender: (2799) 
Male 26.6% 
Female 73.4% 

Ethnicity: (2750) 
White 94.1% 
Black 1.2% 
Asian 1.2%_̂  
Hispanic 1.7%" 
American Indian 0.4% 
Other ; 1.4% 

Marital status: (2551) 
Single 31.1% 
Married 46.5% 
Divorced/Widowed 22.3% 

Number of child •en: (2615) 
None 46.3% 
One 15.6% 
Two 21.3% 
Three or more 16.8% 

Occupation: (2689) 
Blue collar 7.5% 
White coUar 22.2% 
Professional/technical 47.6% 
Student 6.5% 
Homemaker 5.9% 
Retired 5.7% 
Unemployed 1.6% 
Self-employed 3.0% 

Education : (2785) 
High school 12.3% 
Other (avocational) 8.1% 
College 50.3% 
Graduate school 29.3% 

Income: (median = 525-34,999) (2542) 
< 524,999 40.0% 
525-34,999 18.9% 
535-44,999 13.5% 
545-59,999 12.6% 
> 560,000 14.9% 

Table 2. Self-reported health history 
of patients undergoing Network Care. 

I . MEDICAL 
1. Current physical state: (2794) 

excellent 25.0% 
good 71.0% 
poor 4.0% 

2. Current emotional/mental state: (2786) 
excellent 29.0% 
good 66.0% 
poor 5.0% 

3. Persistent ailments: (2684) 
58.0% 

4. Physician visits (other than routine): (2787) 
28.0% 

5. Last medical visit (months): (2324) 
15.0 ± 29.6 

6. Currendy taking medications: (2214) 
41.0% 

7. Medications taken for at least (1916) 
2 months in past: 38.0% 

I I . CHIROPRACTIC 
1. Spinal injury: (2737) 

48.0% 
2.Time since spinal injury (yr.): (1075) 

15.5 ± 17.4 
3. Duration of Network Care (mo.): (2510) 

21.4 ± 27.0 
4. Prior chiropractic care: (2774) 

75.0% 
5. Duration of prior care (mo.): (1506) 

93.2 ± 111.6 
6. Frequency of Ner.vork Care: 

(appointments/wk) initial 2-3 mo. (2240) 2.7 ± 1.2 
inirial 3-6 mo. (1812) 2.5 ± 1.4 
> 6 mo. (1539) 2.2 ± 1.1 

7. Expectations met with Network Care: (2367) 
95.0% 

8. Number choosing to continue 
Network Care: (2770) 

99.0% 

Self-Rated Health. Wellness 
and Quality of Life Scale Item Analyses 

In this study, the efficac\- of Network Care was assessed in 
terms of several newly developed self-rated he.dth indices, as 
well as the overall quality of life index, which were rated bv the 
respondents both "presently" and retrospectively recalled "before 
Network." The means and standard deviations for the four 
domains of health, overall quality of life, and combined wellness 
scales (indices) "presendy," and "before Net\vork" are presented 
in Table 3, The re-scaled means of the four selt-rated health 
domain scales "presendy," ranged from 0.67-0.70, corresponding 
to a rating of about 70% of the maximum possible in the 0-1 
metric. Mean scores "before Net\vork" hovered around the mid-
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Table 3. Reliability Coefficients and Means for Self-Rated Health, 
Wellness and Quality of Life Scales (N > 2596) 

INDEX "Presently" "Before Netvvork" 
Internal Consistency Internal Consistency 

Chronbach's Chronbach's 
Mean St Dev. Alpha Theta Mean St Dev. Alpha Theta 

Combined Wellness • .678 .100 .8949 .9110 .507 .138 .9230 .9342 
A. Physical State .701 .121 .7418 .7539 .558 .154 .7581 .7670 
B. Mental/Emotional State .666 .136 .8210 .8310 .494 .190 .8612 .8680 
C. Stress Evaluation .674 .155 .8176 .8336 .483 .199 .8392 .8528 
D. Life Enjoyment .669 .135 .8367 .8490 .502 .145 .8309 .8360 
Overall Quality of Life .700 .142 .9297 .9396 .542 .171 .9447 .9504 

point of 0.5, or about 50% of maximum in the same metric, cor­
responding to perceptions of "moderate/occasionally" in the 
original response scale. Across the separate scales, respondent 
variability (standard deviation) was approximately 10% greater 
"before Network" than "presently," as would be expected given 
the cognitive complexity of such recall. The mean for the over­
all quality of life index is higher on average (with similar vari­
ability), but not dramatically different than those of the separate 
health domains indices for "presently" or "before Network," or 
the combined wellness scale (summation of all health indices). 

The results of the scale item reliability analyses are also pre­
sented in Table 3. For all indices, both "before Network" and 
"presently," Chronbach's alpha coefficients are clearly above 
acceptable levels (i.e., > 0.7), indicating strong internal consis­
tency, that is, an interpretable underlying theme for the scale 
items of each wellness domain and overall quality of life. Only 
for the stress evaluation scale did further inspection result in the 
deletion of an item (stress associated with school) to optimize 
rehabiliry. For the remaining 54 items, the deletion of any vari­
able resulted in lower reliability for the respective scale, indicat­
ing that each provided uniquely important information. 
Moreover, given that the alpha for the combined wellness scale was 
substantially higher than the coefficients for the separate 
domains, it is apparent that this overall collection of questions 
meaningfully reflects a single theme labeled "wellness." The 
alpha coefficient for the combined wellness scale (as well as those 
for the separate health domains) compares favorably to the 
e.xpected higher alpha for the established overall quality of life 
index. 

To further e.xplore the reliability and validity of these scales, 
principle components factor analyses of the. respective items was 
conducted. Based on resulting calculations (derived from the 
first eigenvalue [Methods]), in all cases coefficient theta indicat­
ed that the items in all scales were roughly parallel (equal) and 
that factor weighted scaling was not necessary as it would not 
produce substantially more reliable scales. The set of items in 
each scale met the established criteria supporting the measure­
ment of a single underlying phenomenon. The first component 
theme accounts for a large proportion of the variability in the 
items (as indicated by the magnitude of theta) with gradual 
decreases across subsequent components. In addition, all items 
had factor loadings (item contributions to the overall theme 

measured by the scale) of greater than 0.4 (exceeding a 0.3 cut-
o2) on the first component. Moreover, factor loadings of the 
items indicating their contribution to subsequent components, 
were less than the contributions to the primary (princ-ipal) fac­
tor." 

To address the relationships between the scales, inter-scale 
Pearson correlation coefficients both "before Neavork" and 
"presently" were examined. Coefficients for the separate well­
ness domains of physical state, mental/emotional state, stress 
evaluation, and life enjoyment revealed moderate to substantial 
correlations, ranging firom 0.15 (between physical and enjoy­
ment "before Network") to 0.67 (between stress and emotional 
state "presendy"). AH scales showed slighdy weaker inter-scale 
correlation in the "presendy" than the "before Network" scores. 
Overall, the magnitude of these correlations suggests that while 
the separate domains are meaningfully related, they were not 
redundant items/scales. The correlations between the overall 
quality of life scale and the four health domain scales ranged 
from 0.34 (with physical state) to 0.58 (with life enjoyment) 
"presendy," with a similar pattern of higher values "before 
Network" (0.42 - 0.68). The correlations berween the overall 
quality of life and combined wellness scale were 0.74 "before 
Network" and 0.66 "presently," again suggesting that they are 
meaningfully related but not redundant. 

To further explore the characteristics of this combined wellness 
scale, both "before Net\vork" and "presently," factor analysis 
combining all items from the four health domains was conduct­
ed. The results support the conclusion that the combined set of 
all items measured a single phenomenon or "weUness theme" 
with factor loadings consistently exceeding 0.3 (criteria 
described above); this conclusion also derives from the fact that 
the theta reliability of the combined wellness scale is higher than the 
reliability of the separate health domain scales. However, further 
inspection of the factor scores did reveal a pattern wherein the 
items within the respective domains tended to cluster together 
identifiably after removing the primary variance. Thus, even 
though the combined wellness scale is slightly more reliable and 
more strongly in accord with the overall qualit)- of life index, 
additional information is available by considering the (sub-) 
scales separately In addition, there is some statistical evidence, in 
the magnitude of the second factor scores, that the life enjoy­
ment scale may represent a second theme somewhat distinct 
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Table 4. Perceived Changes difference Scores) in Self-Rated Health/Wellness and 
Quality of Life Scales Between "Before Network" and "Presently" (N > 2596) 

INDEX Difference Scores Paired t-test Effect 
Mean St Dev Improved* p value Size 

Combined Wellness -I-.171 .136 76.4% .000 '1.24 
A. Physical State -I-.144 .128 63.9% .000 0.94 
B. Mental/Emotional State -I-.173 .163 64.3% .000 0.91 
C. Stress Evaluation -I-.194 .196 66.2% .000 0.98 
D. Life Enjoyment -H.167 .164 68.9% .000 1.15 
Overall Quality of Life +.158 .168 58.9% .000 0.93 

* Positive change greater than ± 0.5 standard deviation. corresponding to a moderate or greater effect size. 

from that shared by the physical state, mental/emotional state, 
and stress evaluation constructs. Accordingly, results are present­
ed for both the separate health domains and the combined wellness 
scale in the remainder of this report. 

Retrospective Outcomes Assessment. 

These scales were used for the evaluation of retrospectively 
perceived changes in self-rated health and quality of life for 
patients under Network Care (Table 4). For each individual, 
perceived change was calculated as the difference between 
"presently" and "before Network" scores. For every outcome 
measure, the mean difference score was positive, indicating that 
for all scales, on average, there was reported improvement with 
care. The perceived change (difference) in scores of the combined 
wellness scale ("wellness coefficient") indicated an average of -(-0.17 
in a range o f -1 to H-l. This was interpreted as an overall increase 
in wellness as the value was consistent with statistically signifi­
cant differences in the scale scores and positively (-I-) signed 
(numerically closer to -t-l than -1). In regard to the separate 
health domains, the differences ber̂ veen "presendy" and "before 
Network" were also all positive and in the same range as the 
wellness coefficient (Table 4). The magnitude of these perceived 
changes varied from -1-0.14 to -1-0.19, which compares to a 
+0.16 increase for the overall quality of life index. 

The results of two-tailed paired sample t-tests indicate that 
these perceived changes (i.e., differences between "presendy" and 
"before Network" scô es) were statistically significant for all out­
comes (p<0.000); demonstrating that the differences in scores 
were not due to chance fluctuations. The effect size statistics fur­
ther showed that these improvements (ranging from 0.91 to 1.15 
across the separate scales) were above 0.8, indicating that a large 
positive clinical outcome had occurred across all domains. In 
addition, there was notable correspondence between the separate 
health domains derived for the purpose of this study and the 
standardized overall quality of life index (Table 4). 

The advantage of retaining the separate domains of physical 
state, mental/emotional state, stress evaluation, and life enjoy­
ment, as well as the weUness coefficient, becomes apparent in com­
paring range of effect sizes for these outconies. Retrospectively 
perceived changes associated with physical state, mental/emo­
tional state, and stress evaluation are comparable in magnitude 
with overall quality of life assessments (range=0.9-1.0). In con­
trast, the change in hfe enjoyment is notably greater (1.15). 

Moreover, when all scales are combined in the combined wellness 
scale, the effect size calculation shows a large (1.24) positive clin­
ical effect associated with Network Care (Table 4). 

To better visualize clinical improvement in outcomes. Figure 
1 illustrates the self-perceived change histograms for each index, 
with each data point in the histogram representing the differ­
ence score for an individual. The cut-offs for the categorization 
of each respondent as worsened, no change, or improved are 
shown superimposed, and ranged fron) ± 0.07 for life enjoyment 
to _± 0.10 for mental/emotional state and stress evaluation. 
Across all scales, 4% or less of respondents reported decreased 
levels of self-rated health, wellness, and quality of hfe, and 
berween one-fourth and one-third did not change beyond one-
half standard deviation within the scale. In contrast, as also noted 
in Table 4, the majority of respondents reported at least a mod­
erate chnical improvement across all outcome assessments. In 
spite of the conservative cut-off values, 59% improved on the 
overall quality of life index, and about two-thirds of respondents 
showed chnical improvements in physical state, mental/emo­
tional state, stress evaluation, and life enjoyment indices, with 
over 76% perceiving improvement in the wellness coefficient. 

Analyses of Outcomes by Duration of Care 

While the variable representing length of time since begin­
ning Network Care in months, i.e., duration of care, was signif­
icantly skewed toward the lower range, the re-scaled version rep­
resenting duration intervals of 1-3,3-12,12-36, and 36+ months 
was normally distributed (i.e., not significandy skewed).Table 5 
presents the means, standard deviations, and effect sizes "present­
ly" and "before" Network Care for each of the four health scales, 
the combined weUness scale, and overall quality of life, for the four 
duration of care intervals. 

ANOVA results showed that the mean "presendy" scores dif­
fered statistically (p<0.003) across the duration groups for all 
self-rated health and quality of life scales, as well as the combined 
weUness scale, indicating that increasing duration of iN'etwork 
Care is significandy associated with increasing levels of perceived 
health and wellness. Although this pattern is meaningful in 
itself, the retrospectively recalled "before Network" scores in the 
four health domains, the combined wellness scale, and overall qual­
ity of life also provided the opportunity to examine the rela­
tionship benveen possible perceived changes in health and well­
ness and length of rime since starting care; i.e., how stable is the 
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Figure 1 Illustrates the self-perceived change histograms for the wellness coefficient, each health scale, and overs:! quality of life. Data points in the histogram 
represent the difference scores for each individual (e.g. difference between "presently" and "before Network") for each scale. The percentages of patients who 
worsened or improved more than one half of the standard deviation (± 0.5 SD.), or had no change (stippled areas in ficure) are superimposed over each histogram. 
The specific cutoff values for improvement thus vary as a function of the distribution and variability of each index. Tre cut off values ranged from ± 0.06 for phys­
ical state to + 0.10 stress evaluation. 

reliability of retrospeL'ti\e recall of one's health given varying 
time intervals? 

To begin to addri.-s< the validity' of the retrospective recall 
strategy, the within i:rvUip \-,iriation (standard deviation) in 
"before Network" ^(.•tlri'̂  in all scales was examined (Table 5). 
This differed only niiniin.illy across these duration groups, and 
showed no pattern of increased \ ariability with increased dura­
tion of care (i.e.. Ieiii;th of recall). Moreover, the reliability coef­
ficients were strikiiv^ly -iinilar across duration groups, varying in 
magnitude by I'J" or K'NS for all scales (except physical state at 
2.5%), and showed no trenil toward lower reliabiliry associated 
with increased ieiiLjth of retrospective recall. Thus, a longer 
interval since "before N etw ork" is not associated with increased 
random error in the nieasuremeiit of quality of life, self-rated 
health, or wellness in these d.it.i. 

ANOVA resales iiidicatr 
scores for overall qi.ialit\" o: : 
and the combined wellnev 
across the diir.uioii groups 
"before Network" welhies; 
vals in care. 

The U'cllne.'.' x.\\ ft'hicni. br: 
ly" and "before .\'et\\.oik.' 
mentally lower "before 
with the progressi\ely li i i!" 
longer inter\al> in care. M 
combined urUni -.- <i\ilc. and v.' 
tion groups showei-i siijni:: 
ment). As is re.idily apparc 
groups, defined bv ituTe.i 

.1 that the mean "before Network" 
:te, stress evaluation, life enjoyment, 

rating were significantly different 
p < 0.003 ). In each instance, thi; 
:ores were lower with longer inter-

:ig the difference between "present-
reflected in one measure the incre-
•.vork" wellness ratings concomitant 
rr "presendy" scores, observed with 
.neover, the self-rated health scales. 

erall quality of life across the dura-
jant positive differences (improve-
f.t in Figure 2, respondents within 
j:\y longer duration of care, report-
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Table 5. Duration of Network Care Reliability Analyses for "Before Network" and "Presendy" Self-Rated 
Wellness and Quality of Life Scales (N > 2330). 

Combined Wellness 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

A. Physical State 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

B. Mental/Emotional State 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

C. Stress Evaluation 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

D. Life enjoyment 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

Overall Quality of life 
In Care 1-3 mo. 

3-12 mo. 
12-36 mo. 
> 36 mo. 

"Presently" 
Mean St Dev 

"Before Nenvork" 
Mean St Dev 

.665 

.669 

.680 

.702 

.691 

.695 

.705 

.717.. 

.650 

.653 

.673 

.686 

.670 

.668 
,667 
.698 

.646 

.656 

.677 

.700 

.670 

.693 

.704 

.735 

.102 

.096 

.099 

.098 

.123 

.115 

.119 

.124 

.144 

.135 

.134 

.130 

.153 

.152 

.156 

.150 

.135 

.138 

.135 

.128 

.147 

.136 

.145 

.134 

.526 

.517 

.495 

.482 

.568 

.562 

.551 

.555 

.508 

.497 

.489 

.476 

.514 

.497 

.462 

.462 

.517 

.516 

.489 

.478 

.561 

.566 

.524 

.518 

.136 

.135 

.139 

.139 

.152 

.153 

.156 

.154 

.187 

.185 

.191 

.196 

.196 

.196 

.199 

.199 

.150 

.143 

.143 

.139 

.177 

.165 

.174 

.168 

Alpha 

.953 

.951 

.956 

.954 

.773 

.747 

.841 

.754 

.859 

.856 

.867 

.858 

.834 

.838 

.841 

.838 

.847 

.836 

.838 

.816 

.942 

.942 

.948 

.943 

Effect Size 

1.03 
1.13 
1.33 
1.54 

.81 

.87 
1.00 
1.08 

.76 

.84 

.97 
1.09 

.79 

.89 
1.10 
1.24 

.85 
1.00 
1.13 
1.59 

.61 

.78 
1.00 
1.31 

ed incrementally higher positive weUness coefficients. That is, not 
only were the changes between "presendy" and "before 
Network" scores statistically significant for all outcomes, but the 
extent of that change in the weUness coefficient is positively asso­
ciated with the duration interval of care. Moreover, the percent 
of respondents exhibiting a greater than moderate clinical effect 
also increased with increased duration of care. 

To further explore the association benveen wellness and dura­
tion of care, two-tailed paired sample t-tests were conducted on 
the change between "presently" and "before Net^vork" scores for 
the cond>ined weUness scale, and overall quality of life, separately 
within each duration of care group. Regardless of the time inter­
val since beginning Network Care, the mean combined wellness 
improvement was statistically significant. Additionally, progres­

sively higher effect sizes were evident across the four categories 
of duration of care in nearly proportional increments; 1.03 for 1-
3 months, 1.13 for 3-12 months, 1.33 for 12-36 months, and 1.54 
for 36+ months of Network Care. A similar pattern was 
obtained for the overall quality of hfe index (Table 5). 

These proportionally increasing effect sizes (about 0.1 per 
year of care) suggest that these particular intervals are meaning­
ful time categories, perhaps connected to the accrued benefits of 
care. Thus, even for respondents who began care within three 
months of completing the survey, the statistic is well above the 
0.8 value indicating a large clinical treatment effect; for those in 
care more than 3 years, the effect size is nearly double this 
benchmark. This systematic difference reflects clinically mean­
ingful retrospectively perceived improvements in self-rated 
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Figure 2 shows mean wellness-coefficients versus duration of care. Respondents within each group, defined by increasingly longer duration of care, 
reported incrementally higher, positive wellness coefficients. The percent of "improved" respondents, defined as those greater than one half of the stan­
dard deviation of each duration of care category, are also indicated; note that the percent "improved" also increased in each of the duration of care inter­
vals. These percentages represented a greater than moderate clinical effect. 

health, wellness, and overall quality of life, associated with 
Net^vork Care. 

Discussion 

A primary objective of this study was the evaluation of ret­
rospectively perceived changes in self-rated health and quality of 
life for patients undergoing Network Care. The results from 
analyses of 2,818 respondents has provided compelling evidence 
for the beneficial effects of Network Care. This population of 
patients undergoing Network Care self-rated their status 
"presently" at a level of 0.7 (70%) in a metric of 0 - 1.0, and 
were "mostly satisfied" with their qualir>' of life. This was a sta­
tistically significant increase over their self-reported wellness 
"before Network" which averaged about 0.5 (50%), and, on 
average, had "mixed" satisfaction about their overall quality of 
life. Over 76% of respondents reported positive, clinically signif­
icant ircUnes! coefficients, incorporating perceived changes in 
physical state, mental/emotional state, stress evaluation, and life 
enjoyment. Categorizing patients in terms of duration of care 
revealed progressively higher reported effects with time under 
Network Care. 

The precise mechanisms underlying these effects are uncer­
tain, but it is hypothesized to be. in part, associated with changes 
in levels of circulating factors released by the pituitary-adrenal 
cortical axis. While this hypocliesi> will be tested in subsequent 
studies, by analogy, such changes h.ue been associated with the 
relaxation response during niedicatioir"'" and stress-reduction 
programs. • " 

77if Snnvy Popiildlion 
This first census of active praecitioiiers of Network Care real­

ized a 4'/.'i, participation by .ANC piMCCitioners. Given the prac­
titioner participation rate, coupled to che strong statistical power 
of the fnidings, conditions coiurilHicing to a positive bias could 
be operational. However, respondents to a separate practitioner 
survey (conducted during the s.inie time frame) indicated that 
among 1 Ui respondents, 97;-.. follo\vei.i the suggested protocols 
outlined tor Network Care. This implies that Ner\\ork Care is 
practiced consistently. Moreoxer. n̂K•e the patient responses 
w'ere iecei\ed from 156 different pr.ictices, widely distributed 
across the range ot practice locales, there is no prevalent ratio­
nale which would suggest ih.it pr.ietitioner participation was 
biased. Nevertheless, tl.irther studv investigating the impact of 
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practice style on patient outcomes will be necessary to better 
understand this issue. On a practical note, i f indeed the sample is 
biased towards results obtained by practitioners more conunitted 
to health care delivery, then the present results should be viewed 
as a "benchmark" against which new practitioners could set 
practice goals and objectives. 

Based on population parameters and inclusion criteria, the 
estimated survey response rate of 67-71% is generally consid­
ered to be "very good" particulady for mail surveys." Although 
the overall response rate is in the acceptable range, it is impor­
tant to ascertain as much information as possible regarding 
non-respondents in order to detect other systematic bias.The 
telephone follow-up with practitioners confirmed some reluc­
tance to participate on the part of patients for reasons of time 
constraint, privacy and/or disinterest in the study, but not for 
reasons that might bias the results (e.g., only the best patients, 
or those receiving the greatest amount of care, etc.). It is d i f f i ­
cult to estimate the number of patients declining to participate 
for reasons of adverse reactions or poor outcomes. However, 
among those responding, there was a small number (n = 29, 
1%) who indicated that they would not be continuing 
Network Care. Those choosing not to continue care reported 
the smallest (but still significant) improvements in the indices 
for physical state and mental/emotional state, although no sig­
nificant change from base line was detected in this group with 
regard to the remaining three indices (stress evaluation, life 
enjoyment, and quality-of life). While it is believed that "self 
selection" bias is not a significant feature of the present study 
due to its wide range of participating practices, a longitudinal 
study is currently underway to assess patients from the onset of 
care through a specified time period. This approach will pro­
vide the opportunity to ascertain i f only those receiving posi­
tive benefits from care "self select" as survey respondents by 
evaluating non-respondents, as well, relative to their clinical 
benefit status. 

The first objective of this study was to characterize the pop­
ulation under Network Care. The vast majority of the popula­
tion studied are from offices within the United States (93.5%), 
with a small representation from Canada (4.6%), Australia 
(1.0%), and Puerto Rico (0.8%). Given the international scope 
and other inclusion criteria defining this population, it is di f f i ­
cult to relate direcdy to the U.S. population. Although the age 
of respondents appears to be normally distributed, the average of 
43 years is higher than the national mean (35 years)," and is like­
ly because of the exclusion of patients less than 17 years of age 
as well as the lower incidence of health care utilization in early 
adulthood. There were clearly more fenlale than male respon­
dents, and the population was predominantly white. 
Socioeconomic characteristics of these respondents tended to be 
skewed toward higher education levels, professional/technical 
occupations, and higher income. These patterns have also been 
noted in studies of alternative/complementary medicine in the 
U.S. and Europe,""" as well as studies of chiropractic care.''"' 
Whether or not the results of this study extrapolate to the gen­
eral population awaits further investigation. 

A more interesting challenge is to attempt to understand the 
factors contributing to the uniqueness of the population under 
Network Care. The cost of care may be one factor. There is a 

high incidence of self-pay with patients undergoing Netw-ork 
Care. The fee for an office visit varies gready depending on 
practice size, location, pay plan (individual, family, monthly, 
weekly, etc.), but ranges from approximately S15-S50 per visit. 
Given the frequency of care, i.e., ca. 2 times/week (Table 2), this 
amounts to about S120 to S400 per month. While this is consis­
tent with the approximate amount paid by Americans for health 
insurance and out-of-pocket expenses for alternative/comple­
mentary care," other studies document the strong negative cor­
relation berween family income and access to health care," and 
by analogy, cost may restrict access to Network Care. In terms 
of ethnicity, the lower family incomes among ethnic minorities 
may account for the limited access of these groups to the health 
care structure in general.'"Other factors such as cultural attitudes 
and health belief structures are strong determinants of access to 
health care,""''' and need to be examined within the context of 
Network Care. Finally, the high incidence of females in the pre­
sent population (73%) relative to the general population (51%) 
is consistent with health care utilization patterns in general'""'' 
and is currendy undergoing further study 

Study Design 
Although there are a number of objective criteria for assess­

ment of vertebral subluxation such as surface electromyograph­
ic recordings and thermography, which may be applied to the 
analysis of patients under Network Care, these objective criteria 
do not take into consideration the overall health and wellness 
status of the patient. For this reason, it was important to assess 
the broader issues by use of self-rated health, and overall qualip." 
of life (see Introduction for details). 

Self-rated health measurements are used with increasing fre­
quency as measures of primary and secondary outcomes in clin­
ical studies, and in a growing number of studies, have been 
shown to be an impressive, independent predictor of outcomes, 
including mortality and longevity.'" All self-reported survey data 
is subject to potential response effects, such as when respondents 
provide socially desirable responses, or are inchned to respond 
similarly to all items (common method variance). In the present 
data, these issues do not appear to be particulady problematic: 
arguing against socially acceptable responses is the observation 
that actual responses included the range of possible scores, and 
the issue of common method variance error is negated because 
summated scales showed greater variability than the separate 
original items. Also, analyses of cases with missing values on the 
outcome assessments did not reveal non-response to be a sys­
tematic biasing factor. 

In the present study, self-rated health was used as an evalua­
tive instrument to measure perceived change in patient percep­
tions, "presently" relative to "before Network."The patients'selt-
reported assessments of their prior status before initiating 
Network Care allowed analysis of perceived trends over time, 
but not specific cause-effect relationships. Although the cross-
sectional design holds advantages for the purposes of this study, 
longitudinally collected data is necessary to verify- time-related 
changes (e.g., with duration of care). 

The ability of an evaluative instrument to detect change (i.e.. 
responsiveness) can be compromised by floor/ceiling effects in 
which patients with the best scores may continue to improve 
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(beyond the scope of the response range), or the health status of 
patients on the low end of the scale continue to worsen. No 
floor effects were encountered. Although examination of the 
data revealed potential operation of ceiling effects, further inves­
tigation showed less than 2% of cases could be considered sus­
pect (>95% of maximum), with trivial attenuation of outcomes.** 
Thus, this wellness survey demonstrates sensitivity for measuring 
improvements in an already healthy population. 

Validation of survey instrument 
The second objective of the study was the development and 

validation of a wellness-specific survey instrument. Reliability 
analyses showed high levels of internal consistency for the phys­
ical state, mental/emotional state, stress evaluation, and life 
enjoyment scale items, indicating that each scale represents a 
dependable and interpretable measure of its respective theme. 
The notably, but not problematically, lower alpha coefficient for 
the physical state scale is not unanticipated given the relatively 
greater substantive diversity of questions in this scale; it is not 
necessarily expected that the presence of allergy, for example, 
will co-occur to a great degree with flexibility of the spine. 
Moreover, the high reliabihty of the combined wellness scale sug­
gests that efforts to formulate a broad and coherent wellness 
assessment reflecting the W H O definition of health were real­
ized. The reliabiliry coefficients obtained in this sample for the 
overall quahty of life scale were comparable to values obtained 
in prior studies with this instrument.'- " 

VaUdation of retrospective recall 
The strategy developed in this study of asking respondents 

to retrospectively recall their level of health and weUness before 
initiating Network Care as well as "presently," represents an 
integration of the classic pre-post study design with the increas­
ingly recognized importance of assessing health interventions in 
terms of "patient-centered" outcomes. The differences 
between the standard deviations and reliability coefficients for 
the "before Network" scales compared to those for the same 
scales measured "presendy," do not appear to be substantial, sug­
gesting only the increased complexity of the cognitive process 
involved in recalling prior levels against the standard of present 
experiences. Moreover, the scale properties across the duration 
of care groups showed no trend toward greater variability or 
lower reliability associated with increased length of retrospec­
tive recall. 

Retrospective Outcomes Assessment 
The third objective of the present study involved a retrospec­

tive outcomes assessnient using the data derived from the survey. 
Results show that statistically and clinically significant changes 
occurred within the respondent population regarding self-rated 
health outcomes and quality of life "before Network" and 
"presently." In this regard, the 70-76% of respondents reporting 
moderate to large improvement in the four scales of health 
assessment, and 59% of respondents reporting such improvement 
in overall quality of life, and effect sizes about 0.9 (clearly 
exceeding the benchmark for large clinical significance for every 
measure), substantiate the health promoting premise of Network 
Care. 

Exploration of these perceived health improvements over 
given time intervals yielded suggestive evidence for the long-
term benefits of Network Care. Across the four duration of care 
groups, progressively higher percentages of respondents (70%, 
74%, 79%, 82%) reported clinically meaningful improvement in 
every measure. Moreover, clinical effect sizes across the four 
durations of care, averaging a range of 0.8 to 1.2 for the four 
domains of health assessment, and 0.6 to 1.3 for overall qualiu" 
of life, attest to perceptions of consistendy greater benefits of 
care as a function of duration of care.This finding also has impli­
cations in regard to the concept of maximum clinical benefit, 
which presupposes a "leveling off" effect." On the contrary, the 
current findings regarding Network Care suggest that clinical 
benefits accrue over time, with no indication of a maximum in 
excess of three years of care. 

Similarly, the "weUness coefficient," representative of the differ­
ence between the combined wellness scale ratings "before 
Network" and "presendy," increased systematically as a function 
of duration of care.This indicated a continuum of irnprpvement 
in overall "wellness" while under Network Care, initiated even 
among those respondents who began care within three months 
of completing the survey. Even more striking were the propor­
tionally increasing clinical effect sizes across the four duration of 
care intervals (about 0.1 per year of care), indicating improve­
ment in every index of health measured in this study. 

This continiiiim of improvement in the "wellness coefficient" 
not only reflected the progressively higher "presendy" ratings 
across the four duration of care intervals, but also a progressive­
ly lower self-rating of "before Network" scores. This might sug­
gest that those respondents who remained in care longer were in 
poorer health before initiating Network Care. However, other 
available information does not support this conclusion. In par­
ticular, the overall ranking of health (Table 2, Item I . l ) and 
whether or not the respondent had ever injured their spine, or 
experienced a physical or emotional trauma, was not signifi­
cantly associated with duration of care group. 

What then accounts for the downgrading of self-reported 
health status as a function of the duration of retrospective recall? 
It appears that these broad, patient-centered health measures 
detect advancements in wellness such that respondents have a 
new standard against which to gauge their recalled "poorer" lev­
els of health.The interesting exceptions to this pattern were the 
"before" scores for physical and mental/emotional state which 
were not significantly different across the four duration of care 
intervals. Perhaps these more concrete domains are less suscepti­
ble to perceptual shifts, and/or are perceived as less relevant to 
the overall experience of wellness. Further research in regard to 
the broad concept of health, expressed in the W H O definition, 
will need to examine the content validir\-, or differences and 
relationships bet%veen the various domains of health contribut­
ing to experienced wellness. 

Construct Validity 
In regard to self-reported health, as with other outcome mea­

sures such as pain, quality' of life, and depression, there is no 
"gold standard,"' or universe of content accepted as totally ade­
quate to define the quality being measured." Thus, the process 
of instrument validation "requires a pattern of consistent fmd-
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ings involving a number of different researchers using different 
theoretical structures across a number of different studies."" 

While ongoing longitudinal studies will assess the present 
instrument on a more global basis, the process of estimating its 
construct validity has begun through the development of a con­
ceptual basis for measuring the theme of "wellness." This was 
accomplished by incorporating aspects of the W H O definition 
of health including physical, mental, and social well-being. As 
anticipated, individuals provided a broad base of information by 
retrospectively assessing their health "before Network" relative 
to their present status under Network Care.This permitted con­
clusions to be drawn regarding perceived change in health 
through a "weUness coefficient," representing the retrospectively 
perceived difference in the combined domains of all four report­
ed health scales, which were shown to representatively support 
and validate a principal theme. Nevertheless, the results from 
factor analysis suggest that the life enjoyment domain (repre­
senting the most understudied aspect of the W H O definition) is 
somewhat unique in these data, and the effect size for this scale 
indicates that life enjoyment may be a particularly important 
aspect of health contributing to perceived wellness. Overall, the 
weUness coefficient as an outcome of Network Care demonstrates 
clear internal validity. 

Since the instrument was comprised of scales surveying 
established indicators of health status, as well as incorporating a 
reference scale assessing quality of life, a basis for further evalua­
tion of its external reliability and construct validity was provid­
ed. The combined weUness scale demonstrated convergent validity 
with the overall quality of life scale. That is, these separate and 
combined self-rated health scales produced results comparable to 
the overall quality of life scale, while the reported reliability 
coefficients are consistent with those for this same scale applied 
to a wide variety of subjects in other studies.'"" " 

While validation of the survey instrument will require its 
continued application in a variety of settings, initial findings 
indicate the instrument has a high level of sensitivity in measur­
ing the central theme of"wellness," is rehable, and exhibits inter­
nal and external construct validity. 

Summary and Conclusions 

Findings of the present study elaborate the importance of 
characterizing and investigating the efficacy of this non-medical 
health care practice in accord with its specific objectives. In that 
regard, evidence is provided which shows that Ner^vork Care: 

l.Is utilized by a unique population, with socioeconomic, 
gender distribution, and educational characteristics similar 
to those seeking other forms of health care different from 
orthodox medicine. 

2. Is associated with significant "retrospectively recalled" 
improvement in selt-rated perceptions of health, wellness 
and overall quality- of life. 

3. Results in a large (>0.9) positive clinical effect in every 
health-related domain investigated. 

4. Is associated with significant improvement in self-rated 
perceptions of "wellness," positively correlated with length 
of time under Network Care. 

Within the boundaries of the study design, these findings 

provide substantial evidence that Network Care should be 
included among those practices with established health benefits. 

Results of this study have been presented in a manner which 
permit comparison with data to be derived from continuing 
longitudinal study of Network Care, as well as future studies ot 
other non-medical health related approaches. Moreover, the 
newly developed survey instrument, which has initially shown a 
high level of validity in measuring an underlying "wellness" 
theme, is an important contribution to further study of the 
holistic definition originally proposed by the Wodd Health 
Organization. Repeated use of the survey instrument, or its 
component scales, by both the non-medical and medical com­
munities, will serve to test its validity as a means through which 
information can be acquired linking self-rated perceptions ot 
weUness to a variety of health issues. 

These initial findings show that Network Care is associated 
with significant improvement in aU indicators of health evaluat­
ed, and demonstrate a strong association between Network Care 
and self-reported, positive change in overaU health/wellness. 
Although these findings are supportive of Network Care, they 
must be interpreted within the boundaries of a cross-sectional 
study, i.e., lack of test-retest responses and no control population. 
For this reason, longitudinal studies, with repeated measures 
should be undertaken to provide a more thorough assessment of 
changes over time.The next phase of research underway, involves 
a longitudinal study to provide such long-term assessment of 
patients and controls to evaluate dynamic behavior and percep­
tions of patients under Network Care. This longitudinal study 
wiU be combined with laboratory research involving EMG 
analysis, changes.in stress-related hormones, immuno-chemical 
profiles, computerized platform posturography, and mathemati­
cal modeling to further elucidate the neurological/physiological 
mechanisms underlying Network Care. 

Endnotes 

* The re-sciling involved simple linear transformations. Each index was cre­
ated by first summing the equally weighted items (ranging from 9-14) scores to 
yield composites with theoretical ranges berween n (number of items) and r. 
times p (the number of points on the Likett scale — 5 or 7).The transformatior. 
was of the form 1 ^^^^ ~ (I - n)/(pn - n). where I is the inde.i; in its origir.il 
metric and I ^̂ ^̂ ^̂  is the transformed index. 

^ Using this conservative strategy-, appro.ximately 8Yi of cases were consii-
ered missing on this all dorruiru wellness scale, with most missing on more thar. 
one sub-scale, ̂ "hile this is not a problematically high percenuge. nevertliele -̂. 
non-responders uere compared to responders in terms of all othê •̂ise a\aibb!ir 
information. No significant differences were found in sociodemographic. health, 
or health/chiropnctic care characteristics which would systematically bi.is the 
results of the outcomes assessment. 

In addition, because of a perceptible degree of positive skev.ness in tr.r 
items/scales, which svould violate the statistical assumption of normalir>'. nor.-
pjrametric versions of all bivariate statistics were also obtained. In every a-.-. 
the numerical results were highly similar, and subiianiive results identical. 

Based on a desired probabilitv' of 0.95 to find a 20% before presently Jitfer-
cnce (with a standard error of 2%) to be statistically significant at th; 'J'tt cor.-
fidence interval, calculations indicate a nunimum of 21 cases v.er; reiiuired." 
Clearly the bias of small sample size is not an issue in this investigation. 

'^The individual items making up the summated scales show s<jme lenJer.-
cy toward positive skesvness on the response code metric (mean scores above the 
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midpoint of the range), opening the possibility for the operation of these ceiling 

effects, which can attenuate the difference scores and thus the empirical magni­

tude of Network Care effects. One advantage of scaling the set of items is that 

the procedure can diminish this deviation from normality by capturing addi­

tional variabbty across the set within each individual's scores. Among the "before 

Network" summated scales, only physical state and quality of life show this above 

midpoint mean; although all of the "presently" scales are more positively skewed 

toward wellness, the mean is nevertheless well below maximum. Moreover, the 

number of potentially affected cases (i.e.. those with sunmated scale scores above 

80% of ma.'dmum "before Network") was estimated to be at or less than 5.7% 

of respondents for the individual scales, and only 1.4% (36) cases for the all 

domains wellness scale. While the mean wellness change scote was clearly lower 

for these small groups than for the sample overall (indicating the operation of 

ceiLng effects), the number of these cases at the ma.ximum presently score 

(0.95-f-) was less than 1% , with less than 2% of the overall sample scoring at or 

above this upper level on present weUness. 
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A P P E N D I X 

Self-Rated Health Scales:The foUowing domains and items were used to assess health, wellness and overaU quality of life. 

I . Physical State 
"Rate the foUowing questions on a frequency scale of 1 to 
5, with 1 = never, 2 = rarely, 3 = occasionaUy, 4 = regular­
ly, 5 = constandy." 

1. Presence of physical pain (neck/back ache, sore 
arms/legs etc.) 

2. Feeling of tension or stiffness or lack of fle.Kibility 
in your spine. 

3. Incidence of fatigue or low energy. 
4. Incidence of colds and flu. 
5. Incidence of headaches (of any kind). 
6. Incidence of nausea or constipation. 
7. Incidence of menstrual discomfort. 
8. Incidence of aUergies or eczema or skin rashes. 
9. Incidence of dizziness or lightheadedness. 

10. Incidence of accidents or near accidents or falling 
or tripping. 

I I . Mental/Emotional State 
"Rate the foUowing questions on a frequency scale of 1-5, 
with 1 = never, 2 = rarely, 3 = occasionaUy, 4 = regularly, 
5 = constantly." 

1. I f pain is preserit, how distressed are you about it. 
2. Presence of negative or critical feelings about your­

self 
3. Experience of moodiness or temper or angry out­

bursts. 
4. Experience of depression or lack of interest. 
5. Being overly worried about smaU things. 
6. Difficulty thinking or concentrating or indecisive-

ness. 
7. Experience of vague fears or anxiety. 
8. Being fidgety or restless; difficulty sitting stiU. 
9. Difficulty faUing or staying asleep. 

10. Experience of recurring thoughts or dreams. 

I I I . Stress Evaluation 
"Evaluate your stress relative to the foUowing, with 
1 • none, 2 = slight, 3 = moderate, 4 = pronounced, 
and 5 = extensive." 

1. Family. 
2. Significant Relationship. 
3. Health. 
4. Finances. 
5. Sex Life. 
6. Work. 
7. School. 
8. General well-being. 
9. Emotional well-being. 

10. Coping with daily problems. 

IV. Life Enjoyment 

"Rate the foUowing questions on a degree scale of 1-5, 
ui th 1 = not at all, 2 = slight, 3 = moderate, 4 = consider­
able, 5 = extensive." 

1. Openness to guidance by your "inner voice/feel­
ings." 

2. Experience of relaxation or ease or weU-being. 
3. Presence of positive feelings about yourself 
4. Interest in maintaining a healthy Ufestyle (e.g., diet, 

fitness, etc.). 
5. Feeling of being open and aware/connected when 

relating to others. 
6. Level of confidence in your ability to deal with 

adversity. 
7. Level of compassion for, and acceptance of, others. 
8. Satisfaction with the level of recreation in your life. 
9. Incidence of feeUngs of joy and or happiness. 

10. Level of satisfaction with your sex life. 
11. Time devoted to things you enjoy. 

OveraU Quality of Life (Woodruff and Conway, 1992) 

"Evaluate your feehngs relative to the quaUry of your life 
with 1 = terrible, 2 = unhappy, 3 = mosdy dissatisfied, 4 = 
mixed, 5 = mostly satisfied, 6 = pleased, 7 = delighted." 

1. Your personal life. 
2. Your wife/husband or (significant other). 
3. Your romantic life. 
4. Your job. 
5. Your co-workers. 
6. The actual work you do. 
7. Your handling of problems in your life. 
8. What you are actuaUy accompUshing in your life. 
9. Your physical appearance - the way you look to 

others. 
10. Your self 
11. The extent to which you can adjust to changes in 

your Ufe. 
12. Your life as a whole. 
13. Overall contentment with your life. 
14. The extent to which your life has been what you 

wanted it to be. 
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A doctorate in biochemistry from Brandeis University, Waltham, Massachusetts, in 1967 
launched Richard Hammerschlag's 25-year career in neuroscience research, based 
mainly at the City of Hope National Medical Center, Duarte, California. While there, he 
served as associate chair of the Division of Neurosciences from 1986 to 1995 and 
published over 50 research articles and scientific book chapters. 

EarUer, in the late 1970's, a personal experience with acupuncture triggered what would 
become Hammerschlag's ongoing interest in exploring this traditional medical practice 
in terms of modern Western medicine: his acute sciatica condition was successfully 
treated by a doctor of Oriental medicine. In 1991, he was invited to create and teach a 
course in "Biomedical Understanding of Acupuncture" at Yo San University of 
Traditional Chinese Medicine, Santa Monica, California. Several years of teaching the 
course culminated in a major career change when, in 1995, he accepted the positions of 
academic dean and research director at the same university. In the fall of 1999, he 
became research director at the Oregon College of Oriental Medicine, a move that also 
allowed him to live near his two young grandchildren. 

His main research interests are: 
• Evaluating the clinical efficacy of acupuncture and Chinese herbal therapy using 

research designs that most closely reflect the real-world clinical practice of this 
traditional medical system. 

• Examining what acupuncture in specific and CAM in general can tell us about 
how the body works that Western biomedicine has not yet discovered. 

Hammerschlag's national-level acupuncture activities include: 
• 1993: Member, initial grants review panel. Office of Alternative Medicine, NIH 
• 1994: Chair, methodology panel, FDA conference on the status of the 

acupuncture needle 
• 1996: Co-author, with Stephen Birch, Acupunchire Efficacy: A Compendium of 

Controlled Clinical Trials, National Academy of Acupuncture and Oriental 
Medicine, Tarrytown, NY. 

• 1997: Invited speaker on "Methodological and Ethical Issues in Acupuncture 
Research", NIH Consensus Development Conference on Acupuncture 

• 1997 to present: Co-President, Society for Acupvmcture Research 
• 1999 to present: Co-Investigator of clinical trials of acupuncture at the two 

NCCAM-funded, Portland-based CAM research centers 
• 2001: Co-editor, with Gabriel Stux, Clinical Acupunchire: Scientific Basis, Springer-

Verlag, Berlin. 
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Good morning, and thank you for this opportunity to talk with you on issues 

related to CAM research training. I am fortunate to have had two careers in 

research: one spamiing 25 years at the biomedical lab bench, the other, now 

reaching 10 years, immersed in the challenges of exploring acupuncture and 

CAM. At present I am the research director at the Oregon College of 

Acupuncture and Oriental Medicine, involved in CAM research at each of the 

two NCCAM-funded centers in Portland, and I serve as co-president of the 

Society for Acupuncture Research. From my dual perspectives of biomedical 

and CAM research, it is a pleasure to offer input for the strategies you are 

developing to help sail the ship of CAM on the seas of evidence-based medicine. 

I would like to address three concerns: 

1. The need for CAM research more clearly to reflect CAM practice. 

2. The need for better training of both CAM and conventional practitioners 

in the skills necessary to evaluate the quality of CAM research articles. 

3. The need to examine systematically what CAM practice and research are 

revealing about how the body works that biomedicine has not yet figured 

out. 

First, I will address why 1 feel that much of CAM research has been inadequate 

in its evaluation of CAM practice. The need for CAM research, as reflected in the 



creation of OAM and its upgrade to NCCAM, has been recognized because of 

the widespread public use of a wide range of under-researched CAM therapies. 

It follows that what needs to be evaluated in clinical trials is how people are 

being treated. In contrast, what too often appears in clinical trials is a CAM 

therapy morphed into an allopathic-like treatment resulting in standardized 

protocols and variably designed, non-validated placebo treatments. The 

challenge for CAM research is to maintain rigorous research standards while 

having the protocol reflect the real-world practice of the CAM therapies. 

When CAM practitioners read a research study, their response should not be, 

"This research protocol is far too restrictive or simplified. I would never treat a 

patient that way." Rather, their response should be "Well, I might not treat my 

patient in exactly that way, but the protocol is reasonable, given the presenting 

condition and diagnosis." 

While my years in biomedical research have left me with an appreciation of the 

need for controlled trials, I believe, given the limited resources available for 

funding CAM research, that undue emphasis is placed on placebo-controlled 

trials. What I see a greater need for are what researchers call trials of "pragmatic 

efficacy", in which two treatments are compared under conditions in which they 

would be applied in practice. As Kaptchuk, Edwards and Eisenberg have 

recently written (1996, p.44), "A pragmatic perspective provides less scientifically 

useful information but potentially provides more clinically relevant 

information." As an example, a patient with tennis elbow — and the patient's 

acupuncturist — are less interested in a clinical trial that has demonstrated 

acupuncture as more effective than placebo acupuncture than in an equally 

rigorous trial in which acupuncture was found to be as effective as steroid 

injections, and with fewer adverse effects (MacPherson, 1999). Even when a trial 

compares treatment to placebo, the treatment should reflect real-world practice. 



An excellent example is the recent trial of Chinese herbal therapy for Irritable 

Bowel Syndrome (Bensoussan et al, 1998). A group of patients receiving placebo 

herbs was compared to a group receiving a standardized herbal formula for IBS 

and to a third group receiving herbs individually formulated to each patient's 

Chinese medicine diagnosis. 

As a further consideration, not only should acupuncture or Chinese herbal 

therapy be evaluated in the manner each is delivered in the clinic, they also need 

to be evaluated as an integrated whole, as they are delivered within the system of 

Traditional Chinese Medicine. While I am not aware of any published study in 

which the effectiveness of TCM has been evaluated as a system of care, I am 

pleased to be involved in such a study at the present time. At the NCCAM 

Center based at Kaiser-Permanente's Center for Health Research, we are 

currently comparing the systems of TCM, Naturopathic Medicine and Allopathic 

specialty care for women with complex temporomandibular disorders (TMD). 

Recommendations: 

1. That NCCAM be encouraged to call for research proposals that clearly 

reflect the real-world practice of CAM. 

2. That CAM research proposals submitted to NCCAM and to the various 

NIH Institutes be required to have had CAM practitioners involved in the 

research design. 

3. That the CAM research design in such proposals must be accompanied by 

a clear rationale and must have been approved by a consensus panel of 

experienced CAM practitioners. 

4. That representatives from the NCCAM-funded Centers should meet 

periodically not only to present progress reports on their research but to 

exchange experiences of how best to educate researchers in CAM practices 

and how best to introduce CAM practitioners to the research culture. The 



NCCAM Centers should be strongly encouraged to strengthen their 

collaborations between experienced clinical researchers and CAM 

practitioners. 

I will be briefer in presenting the second and third of my three general concerns. 

My second concern stems from teaching and lecturing about CAM research in 

general and acupuncture research in particular to students and practitioners of 

CAM as well as conventional medicine. Wliat I repeatedly encounter, in this era 

of "evidence-based medicine", is a serious need for training (and for continuing 

education) in how to understand and evaluate CAM clinical research studies. 

Most practitioners, CAM or conventional, are neither well trained in the general 

principles of research design nor appreciate the difficulties inherent in applying 

conventional clinical research models to CAM research. Yet increasingly in their 

practice, they are facing the task of reading and evaluating CAM research trials. Too 

often there is more attention paid to whether a trial's outcome is positive or 

negative rather than to whether the trial was designed well-enough to have 

provided an adequate test of the CAM therapy. 

In this context, Systematic Reviews are helpful but of limited value. As you are 

aware. Systematic Reviews apply criteria of research quality to selected trials of a 

particular therapy for a specific condition. Such reviews were developed to be 

able to draw general conclusions of the research-based efficacy of conventional 

treatments, but the same approach has been increasingly applied to CAM 

research. I believe the conclusions of these reviews are of limited value for CAM 

since it is relatively rare to find a sufflcient number of similar trials to allow a 

proper Systematic Review to be performed. The reality is that a surprisingly 

wide variety of procedures, ail referred to as acupuncture (similar for massage or 

chiropractic) are pooled together for review. A Systematic Review of 

acupuncture typically includes trials of manual- as well as electro-acupuncture, 



trials in which widely variable numbers of needles were inserted into 

acupuncture points, trigger points, tender points or muscle motor points, and 

trials in which acupuncture was compared to a broad range of invasive and non­

invasive placebo treatments or to a broad range of standard care procedures. 

(Ezzo et al, 2001). A second reason why such reviews are of limited value is that 

they rarely attempt to assess whether the treatment protocols were adequate for 

the given condition. 

Again, it has been my experience that without an appreciation of the inherent 

difficulties in designing and performing CAM research, practitioners of CAM 

and conventional medicine alike are not able to adequately assess the 

conclusions of these Systematic Reviews. 

Recommendations: 

1. That students at allopathic medical schools (and CAM colleges) must be 

taught how to understand and critique CAM research trials. It is 

necessary but not sufficient to offer survey courses of CAM practices, as 

an increasing number of allopathic medical schools have been doing; there 

must also be survey courses in CAM research. 

2. That CAM and conventional medicine practitioners must take continuing 

education seminars in how to understand and critique CAM research 

trials. 

My first two concerns have focused on the question "Does CAM work?" 1 

stressed the need for CAM research to be better informed by and more relevant 

to CAM practice. And, I emphasized the need for better training of both CAM 

and conventional practitioners in the critical skills necessary to evaluate the 

quality of CAM research. 



My final concern addresses the question, "How does CAM work?" 

With all the current emphasis on clinical trials, we are not paying enough 

attention to a profoundly interesting parallel development of CAM practice and 

research: CAM is revealing ways in which the body works that biomedicine has 

not yet figured out. We need to begin a concerted effort to expand our concepts 

of physiology to incorporate many of the novel features of CAM practice that are 

being validated by CAM research. We hear and read of tentative proposals 

defining a new field of Energy Medicine that may bring together a variety of 

traditional healing practices with state of the art medical technology (Rubik, 

1995; Oschman, 2000). We must complement these creative efforts by seeking to 

develop an Energy Physiology that will serve as the foundation of this emerging 

view of the body. 

As we set off in these directions, there are three broad areas to explore: 

• The psycho-physiology of the placebo response. 

• The physiology underlying Qigong, Reiki, Therapeutic Touch, and other 

CAM practices that are defining the landscape and boundaries of Energy 

Medicine. 

• The basis of healing practices, including distant healing and intercessory 

prayer that, unlike the phenomena underlying energy practices, appear to be 

non-mediated as well as non-local. 

While research on the physiology of placebo effects is certainly not solely within 

the province of CAM, biomedicine appears little interested. Yet an 

understanding of the essential feature of the placebo response: the transformation 

of meaning into molecules, will surely provide us with major insights into a range 

of mind-body CAM phenomena, as well as improve the non-specific aspects of 



healing. As Harris Dienstfry elegantly understates, "The mind as a source of 

medicine is waiting to be explored." (Dienstfry, 1999) 

Second, while the term energy medicine is often used today in an amorphous 

manner, research on bioelectromagnetic fields (so-called BEM fields) produced 

by every organ and tissue of the body, and detected at the palms of Qigong 

masters (Seto et al, 1992), is giving form and substance to this term. Even at the 

molecular level, there is a sea change in thinking, in which biochemistry is being 

considered largely as a solid-state phenomenon (Ho, Knight, 1998). In this view 

enzyme-mediated activity as well as intra- and inter-cellular signaling occur on 

and along cytoskeletal structures and proteins that span cell membranes. The 

fixed ionic charges at the surface of these structures allow electi-omagnetic 

signaling within and between cells and tissues at rates orders of magnitude faster 

than signals mediated by diffusible biochemicals. 

An understanding of the nature and origin of BEM fields, and how they may be 

modulated by external means, has great potential value for human health. This 

may well serve as a modern-day approach to the goal of many traditional 

systems of healing: The detection and correction of imbalances in the body before 

they reach the stage of clinical signs and symptoms recognized by allopathic 

medicine. 

Lastly, we must expand our understanding of the human body by the scientific 

study of healing phenomena that do not appear explainable in terms of either 

molecular or energy medicine. The marked lessening of symptoms in HIV-

positive patients (Sicher et al, 1998) and the physiological improvement of 

patients in coronary care units (Harris et al, 1999) are recent examples of 

randomized controlled trials assessing a therapeutic practice involving mental 

intention by healers at sites remote from patients. How is such healing 



"received" by patients and how does it alter physiology? Answers to such 

questions are of profound importance for redefining our concepts of self and 

other, and for the reshaping of future healthcare. 

Recommendations: 

1. That meciical school survey courses of CAM and Integrative Medicine 

should include research findings and emerging concepts that challenge 

the prevailing views of physiology and pathophysiology. 

2. That NCCAM — or perhaps the National Academy of Sciences ~ should be 

encouraged to call for a conference that would propose evidence-based 

models for expanding our present concepts of physiology, and that would 

recommend an agenda for future research. 
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White House Commission on Complementary and Alternative Medicine: 

Publication of Research Results 

A fundamental obligation of every type of medicine is to identify what 
treatments can help which patients and describe the basis of that information in a 
way that is objective and useful. Researchers must identify the specific 
questions that they are attempting to answer and undertake their studies 
recognizing that their beliefs and prior impressions may turn out to be mistaken. 
For all types of practices related to health it is useful to gather information about 
what, in fact, current practices, beliefs, and economic consequences are. This is 
particularly so with unconventional medicine because physicians may be 
unaware of what care patients seek outside the medical establishment. In 
clinical studies a constant challenge is to identify designs and conduct the 
research in ways that minimize bias, including biases that may come from either 
skeptics or enthusiasts, from investigators or patients. In clinical investigations 
comparison with appropriate controls will increase confidence in the results as 
will comparisons with various types of treatments that are currently in use. 
Research evaluations should try to identify what degrees of change are clinically 
meaningful, recognizing that small differences, even if real, may not be of any 
real benefit to patients. Evaluations should try to assess outcomes in many 
ways, including effects on patients' function, physiological changes, and changes 
in symptoms, as well as possible adverse effects from any intervention. Also 
relevant are the costs of interventions and any effects on the subsequent use of 
health services. In all clinical studies, longer, more complete follow-up increases 
the strength of the evidence. 

The first commitment of medical-scientific journal is to publish research 
that is accurate and relevant to the journal's readers. Hence, the journals must 
assess both the evidence in a report and the process by which it was obtained. 
Some of the questions that editors ask are: how important is this research? 
What exactly is the question trying to be answered? How rigorously was the work 
conducted? Are the results reproducible, generalizable? Were the data 
analyzed in a way that is valid statistically? Finally, is the work presented in a 
way that is clear and comprehensible and that places it in context of other 
research that has been done on this topic? 

Edward W. Campion, M.D. 
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Questions for the Panel on Peer-Reviewed Journals: 

What criteria are used by your journal for accepting articles on CAM research? 

How do you choose your reviewers; what qualifications must they have? Are there standards for 
judging reviewer expertise? 

Are the criteria used by conventional journals in accepting CAM studies similar to or different 
from criteria used for acceptance of conventional studies? Is there any outreach by conventional 
joumals to include studies on CAM interventions? 

What are the unique challenges facing CAM acceptance in conventional peer-reviewed joumals? 

Are the criteria used by CAM joumals in accepting research studies comparable to the standards 
used by conventional joumals? 

What are the unique challenges facing CAM peer-reviewed joumals? 

What are the most common reasons articles are rejected by your journal? Are you able to 
calculate the rate of rejected submissions in general; for CAM in particular? 

On average, how many revisions are made before publication? 

Does your audience include both CAM practitioners; conventional practitioners? What 
percentage of your readership do you believe falls into either category? 

What policy recommendations can you offer regarding the publication of CAM practices and 
products in peer-reviewed joumals for the Commission's consideration as it develops its report to 
the President and Congress? 



Dr. Edward W. Campion has been a Deputy Editor at the New England Journal 

of Medicine since 1987 where he has written editorials on unconventional 

medicine, the Internet, and the doctor-patient relationship. Dr. Campion is 

certified in internal medicine and geriatric medicine. He is a graduate of 

Dartmouth Medical School, and completed clinical training at Cambridge Hospital 

and the Massachusetts General Hospital where he was the Chief of the 

Geriatrics Unit from 1979 until 1987. 



White House Commission on Complementary and Alternative Medicine: 

Publication of Research Results 

A fundamental obligation of every type of medicine is to identify what 
treatments can help which patients and describe the basis of that information in a 
way that is objective and useful. Researchers must identify the specific 
questions that they are attempting to answer and undertake their studies 
recognizing that their beliefs and prior impressions may turn out to be mistaken. 
For all types of practices related to health it is useful to gather information about 
what, in fact, current practices, beliefs, and economic consequences are. This is 
particularly so with unconventional medicine because physicians may be 
unaware of what care patients seek outside the medical establishment. In 
clinical studies a constant challenge is to identify designs and conduct the 
research in ways that minimize bias, including biases that may come from either 
skeptics or enthusiasts, from investigators or patients. In clinical investigations 
comparison with appropriate controls will increase confidence in the results as 
will comparisons with various types of treatments that are currently in use. 
Research evaluations should try to identify what degrees of change are clinically 
meaningful, recognizing that small differences, even if real, may not be of any 
real benefit to patients. Evaluations should try to assess outcomes in many 
ways, including effects on patients' function, physiological changes, and changes 
in symptoms, as well as possible adverse effects from any intervention. Also 
relevant are the costs of interventions and any effects on the subsequent use of 
health services. In all clinical studies, longer, more complete follow-up increases 
the strength of the evidence. 

The first commitment of medical-scientific journal is to publish research 
that is accurate and relevant to the journal's readers. Hence, the journals must 
assess both the evidence in a report and the process by which it was obtained. 
Some of the questions that editors ask are: how important is this research? 
What exactly is the question trying to be answered? How rigorously was the work 
conducted? Are the results reproducible, generalizable? Were the data 
analyzed in a way that is valid statistically? Finally, is the work presented in a 
way that is clear and comprehensible and that places it in context of other 
research that has been done on this topic? 

~ Edward W. Campion, M.D. 
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Dr. Edward W. Campion has been a Deputy Editor at the New England Journal 

of Medicine since 1987 where he has written editorials on unconventional 

medicine, the Internet, and the doctor-patient relationship. Dr. Campion is 

certified in internal medicine and geriatric medicine. He is a graduate of 

Dartmouth Medical School, and completed clinical training at Cambridge Hospital 

and the Massachusetts General Hospital where he was the Chief of the 

Geriatrics Unit from 1979 until 1987. 



White House Commission on Complementary and Alternative Medicine: 

Publication of Research Results 

A fundamental obligation of every type of medicine is to identify what 
treatments can help which patients and describe the basis of that information in a 
way that is objective and useful. Researchers must identify the specific 
questions that they are attempting to answer and undertake their studies 
recognizing that their beliefs and prior impressions may turn out to be mistaken. 
For all types of practices related to health it is useful to gather information about 
what, in fact, current practices, beliefs, and economic consequences are. This is 
particularly so with unconventional medicine because physicians may be 
unaware of what care patients seek outside the medical establishment. In 
clinical studies a constant challenge is to identify designs and conduct the 
research in ways that minimize bias, including biases that may come from either 
skeptics or enthusiasts, from investigators or patients. In clinical investigations 
comparison with appropriate controls will increase confidence in the results as 
will comparisons with various types of treatments that are currently in use. 
Research evaluations should try to identify what degrees of change are clinically 
meaningful, recognizing that small differences, even if real, may not be of any 
real benefit to patients. Evaluations should try to assess outcomes in many 
ways, including effects on patients' function, physiological changes, and changes 
in symptoms, as well as possible adverse effects from any intervention. Also 
relevant are the costs of interventions and any effects on the subsequent use of 
health services. In all clinical studies, longer, more complete follow-up increases 
the strength of the evidence. 

The first commitment of medical-scientific journal is to publish research 
that is accurate and relevant to the journal's readers. Hence, the journals must 
assess both the evidence in a report and the process by which it was obtained. 
Some of the questions that editors ask are: how important is this research? 
What exactly is the question trying to be answered? How rigorously was the work 
conducted? Are the results reproducible, generalizable? Were the data 
analyzed in a way that is valid statistically? Finally, is the work presented in a 
way that is clear and comprehensible and that places it in context of other 
research that has been done on this topic? 

Edward W. Campion, M.D. 
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Jackie Wootton, M.Ed. 
Alternative Medicine Foundation, Inc. 

5411 West Cedar Lane, Suite 205-A, Bethesda, MD 20814, USA 
Tel: (301) 581-0116; Fax: (301) 581-0119; email: jcw@amfoundation.org 

http://www.amfoundation.org 

Brief biographical details: 

Jackie Wootton, M.Ed, has been Executive Editor of the Journal of Alternative & 
Complementary Medicine, published by M A Liebert, Inc, New York, since 1996. The 
editorial office is run from the Alternative Medicine Foundation, Inc which Ms. Wootton 
founded in 1998, of which she is President and Executive Director. One of the main 
programs she initiated for the foundation is the internationally recognized HerbMed® 
herbal database. 

As an Associate Investigator at the NIH Clinical Center, she designed three 
questionnaires for surveys of CAM use by clinical center patients. These were published 
in 2000, as well as a joint book chapter on CAM surveys. She is currently jointly 
publishing a series of articles on different categories of CAM surveys. Ms. Wootton has 
published widely on alternative medicine research information, women's health research, 
electronic databases, and the Internet, including regular WebWatch columns for health 
and clinical research journals. 

Educated in the UK, Ms. Wootton became a professor of sociology at Leeds Metropolitan 
University, UK (1985-1992), Course Director for Consumer Services Management (1990-
1992), specializing in methods of social research, survey design and analysis; cultural, 
consumer and lifestyles studies. Concurrently (1980-1990), she worked as a part time 
tutor, counselor, course developer, and staff trainer for 10 years for the Open University, 
UK, the pioneer distance learning institution. On moving to the USA , she worked for 2 
years (1993-1995) designing and developing information resources for the Office of 
Alternative Medicine, NIH, followed by an independent consultancy as Informatics 
Project Director at the Rosenthal Center for Complementary and Alternative Medicine at 
Columbia University, College of Physicians & Surgeons, NY (1995-2000). 



SUMMARY OF REMARKS FOR WHITE HOUSE COMMISSION MEETING ON 
PEER-REVIEWED JOURNALS ON MAY 16, 2001 

PANELIST: Jackie Wootton, M.Ed., Executive Editor of the Journal of Alternative 
and Complementary Medicine, published by Mary Ann Liebert, Inc, New York. 

We believe that the review process for the Journal of Alternative and 
Complementary Medicine is essentially the same as that of any major biomedical 
research journal. We practice the same high standards of expert and impartial peer 
review that are accepted practice for all quality academic publications. 

The journal was accepted for indexing by Medline within its first three years of 
publication, backdated to the start year and has steadily gained a strong reputation 
as a serious CAM research publication. When the journal changed from quarterly to 
bi-monthly in 1999, more libraries subscribed. Currently, about 60% of our 
subscriptions are Medical or Biomedical School libraries and libraries in research 
institutions. Individual subscribers are equally divided between clinicians and CAM 
practitioners, researchers, and others (administrators, medical societies, people in 
the natural products industries, other business subscribers). For the most part, the 
lay public does not read the journal. 

When selecting reviewers, the authors' recommendations and requests are taken 
into consideration, also requests for excluding certain reviewers. We have a large 
editorial board who review and are available for consultation and an extensive 
database of expert reviewers. Review is anonymous (but not double-blinded). 
There are usually 3 reviewers: one with the appropriate CAM knowledge and 
expertise; one conventional biomedical researcher, one methodologist or statistician, 
although this requirement can be difficult to sustain. 

The criteria for accepting articles is that they are clear and coherent and scholarly, 
that description of methods and materials is complete and replicable, that studies 
are contextualized within the appropriate existing bodies of knowledge, and that 
claims and conclusions are supported by the evidence. 

Like all the major journals, we receive promotional articles sponsored by companies 
who need "third party literature". Like all the major journals we request a declaration 
of interest when a manufacturing company is involved. As for all the major 
conventional medicine journals, occasional weak papers slip through. No peer 
review process is infallible. 

The main reasons for rejection of papers is: 
• Weak, unsubstantiated claims 
• Strong claims lacking adequately strong support 
• Trivial, overblown papers 
• Promotional papers, and 
• Lack of rigor and objectivity 



These problems face all journal editors. What I see as the unique challenges 
facing CAM journals, and our journal specifically, are: 
• Paucity of material -1 receive approximately 110 articles a year 
• Many researchers have not been exposed to stringent scientific standards before 
• Lack of experienced researchers who have CAM experience and insights 
• Lack of reviewers who understand the code of expert and impartial review 
• Non-English speaking authors have difficulty expressing ideas clearly 

From unique challenges come unique opportunities. Editors spend a lot of time 
educating and encouraging authors. Rather than reject out of hand we help authors 
to modify their claims. For example, we may require them to add statements on the 
limitations of their experiment or methodology, or to rework a paper. For instance, a 
poorly designed clinical trial may have potentially interesting preliminary data or 
insights that can be converted into a promising case study or a short report. We 
tolerate successive stages of review and revision. Most papers go through one 
major revision stage but some require several iterations. Our rejection rate is low, 
around 30%, as a result of our educative policy. The attrition rate is high; many 
authors do not return a revised paper for reconsideration. 

Although the underlying principles of publication are the same for CAM as for 
conventional medical journals, the process does have differences. CAM articles that 
are published by conventional journals are predominantly based on the standard 
pharmaceutical drug model of isolating and testing single agents, typically using the 
randomized controlled trial. At the Journal of Alternative and Complementary 
Medicine we encourage a broader perspective, that new theories demand innovative 
methods. Provided researchers adhere to the basic scientific principles of external 
and internal validity, they should be free to innovate, develop new appropriate 
methodologies, and carefully crafted techniques. 

Recommendations: 

• for more academic departments and research positions at post-doctoral level to 
attract the "brightest and best" into the field 

• for more research money for practitioner training schools as they are the ones 
with the knowledge and insights needed to develop appropriate methodologies 

• to expand the range of acceptable models of quality clinical research beyond the 
formulaic, large clinical trial protocols - while retaining integrity and authority. 

There is a particular need for sponsorship from independent funding sources that will 
encourage innovative and imaginative but rigorous research. 

May 2, 2001 
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Dr. Gordon, members of the White House Commission, thank you for the 

opportunity to participate in this meeting and to provide information on the topic of 

publication of complementary and alternative medicine (CAM) research results in peer 

reviewed medical joumals. My remarks are intended to briefly discuss three issues 

relevant to peer reviewed general medical joumals: (1) Why should medical joumals 

consider publishing research on complementary and alternative medicine? (2) How do 

peer reviewed medical joumals evaluate research on complementary and alternative 

medicine? and, (3) What are some policy issues regarding publication of complementary 

and altemative medicine research in peer reviewed joumals? 

Why should medical journals consider publishing research on complementary and 

alternative medicine? 

During the past 10 years, the use of complementary and altemative medicine and 

visits to alternative medicine practitioners have increased dramatically, along with 

marked increases in expenditures and increasingly prevalent third party reimbursement 

for these therapies. At academic medical centers, there has been increased interest 

among medical students and resident physicians in gaining knowledge about altemative 

therapies, and leaming opportunities for CAM have been added to the medical 

education curriculum. In addition, there have been significant increases in federal 

funding for national centers dedicated to CAM research, along with increased funding 

from govemment and from industry to examine CAM therapies. 

Yet, despite the increasing interest in and use of CAM, high quality scientific 

evidence that cleady establishes the safety and efficacy (or lack thereof) of these 

interventions is lacking. Consequently, many physicians traditionally have viewed CAM 

in general, and most practices contained therein, with skepticism and mistrust. 

Nonetheless, many patients use CAM therapies along with their conventional medical 



therapies, and physicians should be the health professionals responsible for coordinating 

all medical care for their patients. Accordingly, physicians require reliable information 

on CAM to understand the complex interplay of CAM therapies and conventional 

therapies, to be prepared to serve as resources for their patients, to be comfortable 

answering their patients' questions about CAM, and to provide evidence-based guidance 

and advice about various CAM therapies. Ideally, this information should be based on 

critically evaluated, methodologically rigorous, and scientifically valid articles 

published in reputable journals, rather than on anecdotal reports, unfounded opinion, or 

unproven theories regarding CAM therapies. 

To be relevant for physician readers, biomedical journals must respond to trends 

in medical science, react to trends among the public regarding medical therapies, and 

serve the needs of readers. In a 1997 survey, physician readers ranked altemative 

medicine as the seventh most important topic (of 70 choices) for The Journal to address, 

whereas the Editorial Board and editorial staff ranked altemative medicine in the top 3 

subjects to address in the coming year. Thus, JAMA and the 9 other AMA joumals, the 

Archives \onm2L\s {Archives of Internal Medicine, Archives of Pediatrics and Adolescent 

Medicine, Archives of General Psychiatry, Archives of Dermatology, Archives of 

Family Medicine, Archives of Neurology, Archives of Otolaryngology-Head and Neck 

Surgery, Archives of Opiithalmology, Archives of Surgeiy) developed an initiative to 

objectively assess various CAM therapies and published coordinated theme issues 

devoted to CAM topics in November 1998. Through that initiative, more than 80 

articles on CAM topics were published in the peer-reviewed biomedical literature in 

JAMA (9 research articles, including 6 randomized controlled trials, and 7 opinion 

articles) and the Archives Joumals. Although I do not practice alternative medicine and 

have not conducted research in CAM therapies, I was responsible for planning, 



coordinating, and editing this issue of The Journal on CAM research {JAMA. 

1998;280:1549-1640), and also helped to coordinate efforts with the Archives Journals. 

How do peer reviewed medical journals evaluate research on complementary and 

alternative medicine? 

Peer reviewed general medical joumals should be willing to consider papers on 

virtually any topic relevant to the practice of medicine, medical research, and their 

physician readers. Most research papers on CAM should not be rejected out-of-hand 

simply based on the topic, but should receive an unbiased, objective editorial evaluation, 

based on assessment of the following: the scientific importance of the study; the 

methodological rigor with which the research is conducted, the novel contribution of the 

research to the existing literature; and the relevance of the study results for the joumal's 

readers. Evaluation of the scientific quality should involve the same rigorous and critical 

appraisal used to assess studies reporting research on conventional therapies, and the 

accepted framework of scientific evidence should prevail. 

Some key aspects in the evaluation of CAM research studies include assessment 

of the following: an explicit, focused research question; scientific or biological 

plausibility; defined target disease or condition; established and accepted rigorous 

research methods (e.g., appropriate controls, effective blinding procedures, adequate 

power); measurable, objectively assessed endpoints (e.g., blinded assessment); 

meaningful, patient centered outcomes; information on adverse effects and safety data; 

and appropriate discussion of clinical context, public health importance, and study 

limitations. 

The assessment of CAM research studies frequently involves peer review. Peer 

review of CAM studies involves selection of appropriate peer reviewers who have 

expertise in the research methods and subject matter of the study to obtain an objective 



and unbiased evaluation of the research. Reviewers are identified and selected in several 

ways, but most commonly from a large database of JAMA reviewers (which includes 

self-designated areas of expertise, along with editors' ratings of reviewer quality) or 

from literature searches for individuals who have expertise with the research topic under 

evaluation. The peer reviewers serve as consultants who provide the editors with 

infomiation regarding the content, context, and contribution of the study in light of 

existing research as well as critical appraisal of the research methods and statistical 

analyses. Peer reviewers also provide recommendations about the suitability of the study 

for publication and objective suggestions to improve the research report. Comments of 

peer reviewers are considered very carefully in editorial decision making about all 

research papers, including CAM research. Physician reviewers are now available for 

most topics evaluated in CAM research. 

In general, decisions to publish CAM studies in a general medical journal like 

JAMA involve assessment of the quality of the research, the clinical applicability and 

importance of the research, and the generalizability of the research findings. An 

additional important consideration is the assessment of the merits of the study compared 

with the information provided in the many other papers submitted for consideration for 

publication. In large circulation general medical joumals, competition for space is 

particularly keen, with a large number of submitted papers that span the entire gamut of 

medical research, clinical care, and medical and surgical specialties. In 2000, the overall 

acceptance rate for all manuscripts submitted to JAMA was approximately 10%, and for 

unsolicited manuscripts the acceptance rate was approximately 8%. With this 

competition for space, reports of large scale, high quality, multi-center, randomized 

trials on clinically important topics are more likely to receive priority for publication 

than single center studies reporting intemiediate or preliminary results about specialized 



CAM therapies. In fact, during the past year, studies on CAM therapies published in 

JAMA have been multi-center randomized trials; the most recent example is a multi-

center randomized trial that showed lack of efficacy of St. John's Wort for treatment of 

depression {JAMA. 2001;285:1978-1986). 

What are some policy issues regarding publication of CAM researcli in peer 

reviewed journals? 

There are several possible policy issues regarding publication of CAM research 

in peer reviewed medical joumals, and most of these were outlined in a previous 

editorial {JAMA. 1998;280:1618-1619)]. Carefully conducted, high quality, credible 

research by established biomedical investigators is necessary to evaluate the efficacy 

and safety of complementary and altemative medicine therapies. However, until 

convincing evidence is available that demonstrates efficacy, safety, and effectiveness of 

CAM interventions, uncritical acceptance and widespread application of these untested 

and unproven therapies must stop. With the recent increases in research funding and the 

establishment of national centers for CAM research, future publication of high quality 

studies on CAM therapies will establish the evidence base that supports or refutes the 

safety and efficacy of these therapies. Complementary and alternative medicine 

interventions that are shown to cause harm or that are demonstrated to have no 

beneficial effect should be abandoned. Decisions regarding use of and reimbursement 

for CAM therapies should be based on evidence based research findings and proper 

cost-effectiveness analyses, rather than tradition, anecdotal reports, testimonials, 

consumer interest, market demand or competition, or political pressures from various 

interest groups. Answering fundamental questions about CAM therapies requires critical 

and objective assessment using accepted standards for scientific investigation and 

rigorous evaluation of scientific evidence. Peer reviewed medical joumals provide one 



important mechanism for such rigorous evaluation of CAM research, and for providing 

physicians with reliable information on these diverse and complex therapies. 

Dr. Gordon, and members of the Commission, thank you for the opportunity to 

present these perspectives on publication of CAM research in peer reviewed medical 

journals. I hope this information is useful in your deliberations on complementary and 

altemative medicine research and policy. 
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DAVID RILEY, MD Integrative 
Medicine 

P R O F E S S I O N A L E X P E R I E N C E 

MEDICINE 
• Editor-in-Chief: Alternative Therapies in Health and Med. (1999 - 2000, 2001 - present) 
• Medical editor: Alternative Therapies m Health and Medicine (1995 -1999) 
• Chief Medical Officer, UEDigy, Inc. (November 1999 - July 2000) 
• Private prachce: general internal medicine, complementary medicine (1986 - 2000) 
• Founder, Southwest Health Options IPA (1997 - March 2000) 
• Clinical Associate Professor, UNM medical school (1987 - 2000) 

MEDICAL R E S E A R C H 
• Medica/Research Director, Integrative Medicine Institute (1992 - present) 
• Gene expression testing of pharmaceutically based CAM products (2000 - present) 
• CAM data collection network (2000 - present) 
• randomized controlled clinical trial on the treatment of herpes (1999) 
• controlled clinical trial on smoking cessation (1998) 
• Integrative Med. Data Collection Network, (1998 - present) 
• International Integrative Primary Care Outcome Shady (IIPCOS-1:1995 -1998) 
• clinical h'ial in homeopathy 60 homeopathic drug provings (1992 - present) 
• controlled clinical trial on the treatment of arthritis (1991-92) 

TEACHING 
Internal Medicine 

• Co-founder: Integrative Medicme Education Associates (July 2000 - present) 
• Cliiiical associate professor - University of NM Medical School (1987 - present) 
• Clinical associate professor - University of Utah (1986 - 1989) 
• UNM medical students & residents rotate through practice (1987 - 2000) 
• St. Vincent's Hospital staff, Santa Fe, NM (1987 - 1993) 

integrative Medicine 
• hatha yoga intensives/therapeutic yoga: Pune, India (July,1985 and July, 1987) 
• public yoga classes and/or private therapeutic yoga instruction (1981 - present) 
• international lecturer on clinical research (1990 - present) 
• homeopathy in primary care, a category I CME course for physicians (1996 - present) 
• medical residents and students rotate through practice (1987 - present) 

Counseling 
• h-ained in conflict resolution, communication skills, and counseling (1983 -1990) 
• facilitated groups & h-aining programs (1989 - 1990) 
• organized and facilitated personal growth workshops (1984 -1992) 
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• HPCUS board member: technical advisory comniittee to FDA (1992 - present) 
• member: AMA, NM Medical Society, AlH 
• medical licensure: New Mexico (1986 - present), Arizona (1995 - 2000) 

OTHER 
professional musician and chef in Europe and US; sculpture (bronze casting, 
welding, stone), bio-dynamic gardening 

E M P L O Y M E N T 

1989 - present private practice, clinical research, consulting 
1999 - 2000, 2001 
1999 - 2000 
1995 -1999 
1986 -1989 

1983 -1986 

editor-in-chief. Alternative Therapies in Health and Medicine 
chief medical officer, MEDigy, Inc. 
medical editor. Alternative Therapies in Health and Medicine 
medical director - New Mexico State Penitentiary, Santa Fe, NM 

supervised 3 clinics, one hospital umt and 55 employees 
intern and resident - Internal Medicine, Salt Lake City, UT 

E D U C A T I O N 

Internal Medicine 

Medical School 
M.D. 

Homeopathy 

Yoga 

Pre-medical 
B.A. 
High School 

residency: Internal Medicine (1984-1986), LDS Hospital, SLC, UT 
internship: LDS Hospital (1983), Salt Lake City, UT 
University of Utah, Salt Lake City, UT (1980 -1983), 
Doctor of Medicine, University of Utah Medical School -1983 
Georgetown University, Washington, DC (1979 -1980) 
Halinemann College of Homeopathy, Albany, CA (1991-1993) 

(numerous conferences and workshops from 1987 - present) 
certified Iyengar yoga instiuctor: begimiing teaching certification 1985, 

junior iiitermediate teaching certification 1987 
University of North Carolina, Chapel Hil l , NC (June 1977 - July 1978) 
Music and Psychology with honors in Psychology , UNC-CH (1976) 
Culver Military Academy, Culver, IN, 1970 
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•Member of the CONSORT group. The CONSORT Statement: Revised Recommendations for 
Improving the Quality of Reports of Parallel-Group Randomized Trials. David Moher, MSc; 
Kenneth F. Schuiz, PhD, MBA; Douglas Alhnan, DSc; for the CONSORT Group. JAMA. 
2001;285:1987-1991. 



• Southwest Health Options (SHO): Experience with a Complementary and Alternative 
Medicine IPA for Patients with Insurance in Santa Fe, New Mexico. David Riley, MD. 
Harvard/UCSF research conference in Complementary and Alternative Medicine. San 
Francisco, CA, May 17-19, 2001. 
• Application of Gene Expression Technologies for the Evaluation and Comjparison of 
CAM and Conventional Pharmaceutical Therapies. Danute (BurJ<i) M. Bankaitis-Davis, Ph.D., 
David S. Riley, M.D., et al. Harvard/UCSF research conference in Complementary and 
Alternative Medicine. San Francisco, CA, May 17 -19, 2001. 

Faculty member: Kaiser Institute - Fellowship in Integrative Medicine. Jacksonville, 
Florida, February 13 -14, 2001. 

A Randomized Clinical Trial on the Treatment of oral herpes with Topical Zinc 
oxide/glycine. B Godfrey, N Godfrey, J Godfrey, DS Riley. Alternative Therapies in Health and 
Medicine. May 2001, Vol 7(3). 

Homeopathy and Conventional Medicine: An Outcomes Study Comparing Effectiveness 
in a Primary Care Setting. David Riley et al. Journal of Complementary and Alternative 
Medicine Research. March, 2001 Vol 7(2). 

Anthroposophical medicine research conference - speaker and moderator, Nov. 2000. 
Consort Guidelines Planning Meeting. San Antonio, Texas, April 2000. 
Medical Challenges for the Millenium - Technology, Ethics, Alternatives. Humboldt 
University International Scientific Symposium, Institute for Social Medicine and 
Epidemiology, Berlin, Germany, September 1999. Symposium publication. 
Outcomes Research in Complementary and Alternative Medicine. Keynote Speaker: Carstens 
Foundation Annual Investigator Conference, Ulm, Germany, September 1999. 
Natural Healing Therapies. U.S. Consultant, Dorlmg Kindersly, New York, 1999. 
Manuel Lipson Distinguished Lecture. Harvard Department of PM&R , Spaulding 
Rehabilitation Hospital, Boston, Massachusetts, May 10,1999. 
Integrative Medicine. Presentation to the Lutheran Medical Center Foundation. Denver, CO 
April 19,1999. 
Alternative Therapies in Health and Medicine Conference, New York, New York March 1999: 

- An Introduction to Homeopathy for Primary Care Provers 
- Hatha Yoga: Therapeutic Yoga and Instruction in the Practice of Yoga 

Integrative Medicine. Keynote address and workshop presentation. Presbyterian Healthcare 
System, Presbyterian Hospital, Albuquerque, NM, March 19 - 20,1999. 
About this Issue: Response to New England lournal of Medicine editorial on Alternative 
Medicine. Alternative Tlierapies in Health and Medicine, November 1998. 
Integrative Medicine in Primary Care. Presentation. SUNY -Stony Brook Medical School, 
October 24,1998. 
Dialogues on High Dilutional Medicine - Mechanisms of Action Theory, # 2. Project 
Coordinator for the Fetzer Institute; Santa Fe, New Mexico August 23 - 26,1998. 
The Healing Arts and Science: Complementary and Integrative Medicine. Keynote 
Presentation. SUNY -Stonybrook Medical School, Vancouver, BC, Canada, July 18 - 21,1998. 
JAMA - Leti:er to the editor. May 20,1998. 
About this Issue. Alternative Therapies in Health and Medicine, May 1998. 
Phase I clinical trials - Homeopathic Drug Provings. LIGA conference, Amsterdam, May 1998. 
Symposium Presentations: Alternatwe Therapies in Health and Medicine, San Diego, April 1998. 

- Homeopathy in Primary Care 
- Hatha Yoga: A Practical Introduction 

Encyclopedia of Healing Therapies. U.S. Consultant, Dorling Kindersly, New York, 1997. 
Homeopathy - Implication for Veterinary and Human Medicine. Commonweal conference. 



Bolinas, California, November 20 - 23,1997. 
• Integrative Medicine. Keynote address and workshop presentation. Presbyterian Healthcare 

System, Presbyterian Hospital, Albuquerque, NM, November 14 -15,1997. 
• Integrating Complementary and Atlernative Medicine into the Health Care Delivery System. 

Medical staff presentation. Terre Haute Indiana Regional Hospital, October, 1996. 
• Introduction to Homeopathy for Physicians. CME program. University of Arizona Medical 

School, Tucson,Arizona, August 16,1997 
• Workshop: Integrative Medicine for International Physician Educators. Germany, July 1997. 
• Dialogues on High Dilutional Medicine - Mechanisms of Action for Homeopathy #1. Project 

Coordinator for the Fetzer Institute; Kalamazoo, Michigan; July 11 -14,1997. 
• International, multi-center phase I clinical trial overivew: Proving the Provings:. LIGA 

conference, Seattle, Washington, May 29 - June 1,1997. 
• Symposium Presentations: Therapeutic Yoga: Implications for manual medicine. Creating 

Integrated Health Care, Alternative Therapies in Health and Medicine, Orlando, FL, April 1997. 
• America's Health Network: television interview. Orlando, Florida, April 1997. 
• The Mystery of Health: Reclaiming Medicine's Soul. Alternative Therapies in Health and 

Medicine. March 1997. Vol. 3, No. 2, p. 127 -128. 
• CNN: Alternative therapies television interview, November 1996. 
• Symptom Selection Criteria - Clinical Verification for Homeopathic Drug Provings. LIGA 

conference, Capri, Italy, October 1-5,1996. 
• Integrative Medicine. Keynote presentation and workshop. Antelope Valley Regional 

Hospital, Lancaster, California, September 14,1996. 
• Integrative Medicine. Keynote presentation. Columbia/HCA Hospital Association, Colorado 

Springs, Colorado; August 9,1996. 
• Alternative and Complementary Medicine: What are Our Patients Doing? David Riley, MD 

and Larry Dossey, MD; Colorado Academy of Family Practice; Aug. 2,1996. 
• Monophasic study design: International Integrative Primary Care Outcome Study. Keynote 

presentation. International Research Conference, Rosenfeld, Germany; June 15 -16,1996. 
• Integrative Medicine in Primary Care. Keynote presentation: New Mexico Health Resources 

annual conference, Taos, NM; June 1996. 
• Homeopathy for primary care providers. Seminar presentation: New Mexico Health 

Resources annual conference, Taos, NM; June 1996. 
• Alternative Medicine: Implications for Clinical Practice. Harvard Medical School, Boston, 

March 1996. 
• Symposium Presentations: Creating integrated Health Care, Sponsored by Alternative 

Therapies in Health and Medicine, San Diego, January 1996. 
- Beyond Technology: The Physician as Healer 
- Hatha Yoga: A Practical Introduction 
- Integrated Use of Homeopathy in Primary Care 
- Research Methodologies: Assessing the Efficacy of Alternative Therapies 
- Working in an Integrative Practice 

• Alternative Paradigms in Medicine and Healing Conference, Sponsored by Arizona Center 
for 

Health and Medicine & Mercy Integrated Health, Phoenix, September, 1995. 
• Original Research - Veronica Officinalis. BHJ, July 1995, Vol. 84, pp. 144-148. 
• Original Research - Homeopathic Drug Provings. AANP annual conference, San Diego, 

September 1994. 
• Original Research - Nicotinamide Adenosine Dinucleotide. AIH, Summer 1994. 
• Original Research - Myosotis arvensis. BT, July 1994. 



• Original Research - Fumaria officinalis. Homeopathic Links; Switzerland, June 1994. 
• Thiosinaminum - Three Cases Reports of Infertility and a Review of the potential therapeutic 

applications of thiosinaminum. IFH case conference, Seattle, WA, June 1994 
• Homeopathic Drug Provitigs. NCH annual conference, Chicago, May 1994. (Reviewed in 

Homeopathy Today, January 1995.) 
• Phase I Clinical Trials and Homeopathic Drug Provings: Rebirth of a Clinical Research 

Paradigm. AIH 150th anniversary, June 1994 
conference. New York, April 1994; published in the AIH journal. Winter 1994. 

• Homeopathy - The Principles and Practice of Treatment. U.S. Consultant, Dorling Kindersly, 
New York, 1993. 

• Inh'oduction to MacRepertory. UCLA continuing medical education , A AM A, Sept. 1991. 
• Editorial: Homeopathic Treatment of HIV patients. September 1991, IM World Report. 
• Frontiers in Research in High Dilutional Medicine. October 1990, Germany. International 

conference for researchers in high dilutional medicine. Center for Frontier Sciences, Temple 
University. 

• Conventional and Alternative Treatmeiit of Trauma. Tucson,Arizona; August, 1990. 
• Musculo-skeletal Disorders & Biological Therapy, An Integrative Approach. June 1990, 

Berkeley, CA. 
• The Comprehensive Management of Back Pain. October 1987, Chicago, IL. 


