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The vice president of the American Cancer Society, Dr. E. C. Hammond (31), reported to  511 physicians from 33 countries who had met for the first World Congress on Smoking and Health in New York, that, based on a huge amount of  statistics, that life expectancy is significantly shortened by cigarette consumption.  In reports of our tests of the smoking cessation aid containing cytisine on 314 subjects (8), we cited numerous authors to point out that the number of tests showing the correlation between a number of modern diseases with increasing cigarette consumption is steadily increasing, indicating the growing interest that physicians have in this phenomenon (1, 2, 3, 4, 5, 13, 14, 15, 16, 18, 19, 22, 23, 24, 25, 28, 30, 31, 33, 38, 41, 42, 43, 49, 55, 58, 60, 61, 63, 65, 66, 67, 70, 71, 72, 73, 75, 77, 78, 79, 80, 81, 82, 83). 
We stress the standpoint, ”No physician should express approval of nicotine abuse or defend it” (29).  But in fact, the number of physicians who are seriously interested in the care and treatment of smokers who are trying to quit, measured by the estimated number of smokers in the total population, is still too small.

We do not presume to determine whether a failure of the medical profession in confronting a growing societal problem exists, of if so, to what extent; however, it is true that only a few groups in the German-speaking world (8, 29, 39, 40, 62, 68, 74, 85) have shown by their publications that they have undertaken serious efforts in this matter. And this, although existing literature indicates quite a wide range of possibilities for smoking cessation. Warning smokers, based on accurate research results, of the dangers of smoking – particularly after the efforts on the part of the British physicians and after publication of the report “Smoking and Health” (82) – is one method which is gaining acceptance in clinics and sanatoriums. Its effect  has not been overwhelming, however, and is viewed skeptically by other authors; the message being obscured by the overt advertising in capitalist countries which is only slightly greater than the enormous amount of passive advertising for tobacco consumption in our own modern mass media. In recent years, the Anglo-American countries have reported good success rates using psychotherapy in the form of group therapy (7, 27, 34). The procedures range from treatment for 8 months (24) with varying results to using hypnosis (27, 57, 79) to the “five day plan” developed by McFarland and Folkenberg (50, 51, 52), which has been gaining interest. Werner has given us his own personal, very impressive experiences with this method, which will be published soon (84). 
Although we agree with Werner and other well-known authors (29, 47, 56) that the smoker’s firm decision to quit smoking is a decisive factor in determining the success of his attempt, we decided to test pharmacological aids for smoking cessation (8,  68) for two reasons:

First, because the number of smokers who could be reached by psychotherapy, measured against the amount of personnel and time needed to reach them, is too small to be influential. We would thus limit our possibilities of countering the picture which reaches our youth from movies and TV of the “strong, masculine, liberating enjoyment to be had from a cigarette”.
Second, the colleagues in daily practice are already much too busy coping with the variety of their normal duties for us to interest them in devoting so much time to this important task of assisting smoking cessation through the time-consuming psychotherapeutic process. We think that physicians’ commitment is the decisive factor in having a large-scale effect on smokers.
We therefore began looking for a substance which would guarantee the greatest possible success rate using the least amount of personnel and time. This in no way indicates that we do not appreciate psychotherapeutic procedures.  

In numerous tests,  attempts were made to suppress the desire for a cigarette by prescribing medication. Dorsey (17) first used lobeline in 1936 for this, Kühnen (46) proved in an animal test  that this was a case of substitution therapy. In addition to contradictory and not very successful clinical experience, Kühnen’s advice as a pharmacologist, not to use lobeline due to the serotonin that is released, should not be ignored. Werner (84), who summarized the results known so far in his  upcoming publication (11, 12, 20, 21, 26, 37, 40, 54, 68) did not find any study that reported on long-term results after using lobeline alone.  
The so-called aversion therapy, which is supposed to cause an aversion to smoking by the administration of a substance – silver nitrate, copper sulfate, iron sulfate, aloe compounds, laxatives, strychnine, atropine and others have all been used – has not achieved any practical significance, apparently  because of the rapid relapses. The attempts known as “diversion therapy” by Werner et al., i.e. trying to prevent smoking with the help of menthol or chocolate cigarettes, gum, peppermint tablets etc, also appear to be insufficient. Schmidt (74) was the first to successfully – without testing in a double blind study – use dihydrochlorothiazide (Urodiazin from Apogepha of Dresden). His experience prompted us to test this compound in a double blind study of 158 subjects (68). Although we found a surprising 30% success rate, the substance did not correspond to our ideas of a reliable medication for use in daily practice of smoking cessation.  In our experience (8), these features are offered by the alkaloid containing cytisine  which is marketed  by the Bulgarian company Pharmachim as Tabex® tablets. We tested the efficacy of this compound in a double blind study on a total of 1214 subjects and made the following discoveries.
Methods and Results

We picked our subjects from smokers attending a “clinic for smoking cessation” that we initiated, which was held in the late afternoon and evening to enable people to attend after work. We have already reported on the methodology of taking patient histories, the unavoidable examinations, and the procedure to see the patients after the treatment was finished (8, 9).
In organizing these clinics, we thought that it was essential that no smoker who had decided to quit would have to leave without receiving advice or treatment because of lack of time. We realized from our pre-trials with other substances, including dihydrochlorothiazide, that, although the smoker was interested in quitting, unless he already had serious health problems which he attributed to smoking, it was very difficult for him to take the plunge and that he would be very unwilling to repeat the experience. Of the 1214 subjects, 88.2% were men and 11.8% women.  The distribution according to age and occupation is depicted in the graphs.
[Translator’s note:  The first graph (on the left in the original text) is labeled ‘Ages’ and has the categories: < 20 yrs., 21-30 yrs., 31-40 yrs., 41-50 yrs., 51-60 yrs., > 60 yrs.

The graph on the right is labeled ‘Occupations’ and includes the categories: traffic, industry, manual labor, employee, engineer/technician, intelligence, housewife/retired, and not stated]

The data on smoking habits which we took from a uniform questionnaire include the following:

5.2% smoked more than 30 cigarettes per day, 48.9% an average of 21-30, 42.4% smoked 10-20, and 2.5% smoked less than 10 cigarettes/day. Our calculations showed that cigarettes costing between 10 and 15 pfennig apiece were preferred by 81.6% of our subjects. The price range under 10 pfennig was preferred by 2.0%, while 9.7% preferred cigarettes costing more than 16 pfennig apiece. Only 6.7% did not state a preference. Of the 48.5% of our subjects who stated that they preferred filter cigarettes, 34% said it was for taste, and 21% said that they assumed that they had less nicotine.  The various other reasons given were not particularly significant. The questionnaire revealed that 40.4% of the subjects had been smoking more than 20 years, 17% for 16-20 years, 16.8%  for 11-15 years, 17.9% 6-10 yrs., and only 4.8% of our subjects had been smoking less than 5 years.  Habit was named by 74.5% of the subjects as a reason for smoking. Only 30.8% mentioned enjoyment. Other reasons which were named by only a small percentage of smokers were boredom and social smoking. For 54.2%, the history revealed that both parents or at least one parent are or were habitual smokers. By contrast, as a reason for starting to smoke, only 25.4% named being tempted by other smokers, and only 11.6% freely admit their youthful craving for recognition.  41.0% have been meaning to quit smoking for more than a year, and only 14.2% whose decision is less than 4 weeks old appear to have been influenced by our campaign.  When asked why they decided to take part in our study, health reasons were the main reason for 83.4%. Only 16.9% mentioned financial considerations, and only 27.5% were directly motivated by “anti-nicotine propaganda”.
Although 40.6% said that they had already tried to quit one or more times, only 11.4% of these have used any smoking cessation aid, mostly products in the general category of aversion therapy. Of the health problems which the smokers attributed to their habit, chronic cough at 31.1% was the dominant one named, followed by stomach complaints and frequent nausea at 20.7%, chest restriction at 16.9%, headaches also 16.9%, complaints in form of  intermittent claudicatio for 7.4%.  Only 31.0% had no complaints.
As we have already presented in our earlier reports, this was the first time that  follow-up questions and examinations were done after the end of treatment;  usually, the patients came back to our clinic  4 to 6 weeks after beginning treatment. The following table contains a summary of these results. 

We used the χ2  test to determine with statistical reliability that Tabex® again had a significantly higher cessation effect than the placebo after completion of the 4 week treatment among this substantially higher number of subjects (1214 subjects vs. 314 in our first report).
Table

_________________________________________________________________________________

	
	Tabex: Total no. of subjects 607

quit              reduced      unchanged
	Placebo: Total no. of subjects 607

quit             reduced       unchanged

	______________________________________________________________________________________________________

	Total percentage of influence
	65.1 1   
	16.5
	18.4
	40.6
	28.3
	31.1

	
	= 395
	= 100
	 = 112
	= 246
	= 172
	 = 189

	Consumption of tables:
	
	
	
	
	
	

	none
	0.0
	0.0
	0.0
	0.0
	0.0
	0.0

	Not stated
	9.8
	12.0
	18.0
	12.2
	22.4
	20.8

	1 – 20
	6.3
	6.0
	2.2
	1.1
	2.0
	1.4

	21 - 50
	15.2
	12.0
	18.0
	20.2
	10.0
	13.2

	51 - 75
	22.6
	7.0
	9.0
	16.5
	10.6
	13.8

	76 - 100
	46.1
	68.0
	52.8
	50.0
	55.0
	50.8

	Non-smoker for:
	
	
	
	
	
	

	At least 4 weeks
	27.3
	--
	--
	30.4
	--
	--

	> 4 weeks
	72.7
	--
	--
	69.6
	--
	--

	Health problems during treatment
	20.0
	21.0
	16.8
	14.9
	22.1
	12.5

	No health problems
	76.5
	73.0
	73.0
	75.0
	67.9
	70.0

	None stated
	3.5
	6.0
	10.2
	10.1
	10.0
	17.5

	Improvement of general condition:
	40.0
	8.0
	--
	36.2
	7.0
	--

	No improvement
	49.5
	84.0
	--
	55.8
	70.0
	--

	No answer
	10.5
	8.0
	--
	8.0
	23.0
	--

	Weight gain:
	46.9
	61.0
	--
	40.0
	62.6
	--

	Up to 2 kg
	35.0
	63.0
	--
	45.4
	78.0
	--

	More than 4 kg
	25.0
	37.0
	--
	21.3
	22.0
	--

	No weight gain
	40.0
	--
	--
	33.3
	--
	--

	
	53.1
	39.0
	--
	60.0
	37.4
	--

	Reasons for failure:
	
	
	
	
	
	

	Lack of willpower
	--
	94.0
	30.5
	--
	75.6
	27.7

	No effect
	--
	1.0
	58.4
	--
	6.1
	59.7

	Unfavorable conditions
	--
	3.0
	2.3
	--
	8.3
	2.1

	other
	--
	2.0
	9.0
	--
	10.0
	10.5

	Substance is suitable
	91.7
	61.0
	--
	93.6
	61.7
	--

	Substance is unsuitable
	3.5
	15.0
	61.0
	2.7
	22.1
	87.4

	No opinion
	4.6
	24.0
	39.0
	3.7
	10.2
	12.6

	Great deal of willpower required
	9.8
	--
	--
	17.0
	--
	--

	Little willpower required
	81.2
	--
	--
	74.4
	--
	--

	No answer
	9.0
	--
	--
	8.6
	--
	--

	______________________________________________________________________________________________________


1 All answers in percent
Discussion
There is extraordinary interest in quitting smoking, as seen in the surprisingly large demand for and interest in our sessions. The publicity of our study in the local and national press here in East Germany as well as in West Germany, Austria and Hungary led to a plethora of written inquiries from non-medical persons. Fortunately, some large polyclinics, outpatient and inpatient institutions, but also foreign scientists began to show an interest in our findings. This was one of the main reasons for our first publication on this topic (8). A comparison of the results published there will lead one to notice a slight discrepancy in some numbers. Perhaps it was the error of the (at that time) smaller number, but also certainly the fact that the suggestive influence of our subjects that we tried so hard to avoid could not be entirely eliminated during the execution of a long campaign, perhaps this caused the rise in the success rates for the placebo group.

Although we believe that the group of habitual smokers we studied was representative of a statistically random sample, the gender distribution, which according to other authors’ estimates (48, 53, 64) puts 30% of habitual smokers as adult women, appears not to be an accurate reflection of reality. If we take especially English surveys (53), which state that there are more heavy smokers among the industrial workers, then the interest shown by this group in our occupational classification (see Fig.) is a positive tendency. Surprisingly, the proportion of intellectual occupations is quite small.  According to reports from Anglo-American sources,  these are the groups who are particularly interested in quitting smoking. It should perhaps be mentioned that individuals from this group were more likely to state that they feared that quitting smoking was likely to reduce their “productivity”, at least temporarily. Our findings, compiled in this table, on the amount of will power required, as estimated by successful subjects, tell a different tale about the use of Tabex®. 

If we may be allowed to draw conclusions from our statistics, it appears that the average habitual smoker smokes between 10 and 30 cigarettes a day and the preferred price range is 10 to 12 pfennig per cigarette.  We believe that it is worth considering whether a change of the price range might lead to a general reduction of cigarette consumption. The question of filter or not seems to be undecided in our population.

However, the mistaken belief that filter cigarettes are less harmful seems to be quite widespread. 

We were not surprised by the fact that many of the people who came to us had been smoking more than 10 years.  We know from experience in dealing with both outpatients and inpatients that many older smokers recognize the health risks involved in smoking, but do not have the willpower to quit on their own. This is further evidenced by the fact that the majority of our subjects have thought about quitting for more than a year and that they blame nicotine abuse for a high percentage of their existing complaints. On the other hand, the international tendency towards higher consumption among younger smokers than among older ones (53, 82) should give us cause to be concerned about the relative lack of resonance in this age group.

This presents the question of where we should employ the means of the anti-nicotine propaganda, which has been so ineffective thus far.  We already knew from Kneist (44), Harnack et al. (35) and Biener (10) that children and youth tend to start smoking much earlier and more often if their parents smoke.  The 54% of Werner’s subjects who began smoking by imitation are comparable to the 54.2% in our study, who had one or more parents who smoked. This amazing correlation of two completely different groups from different regions should be noted.  A. and W. Bach (6) also noted among 704 pupils from Kirchhain between the ages of 12 to 21 that non-smoking parents apparently have a positive influence on the abstinence of their children. We believe that, due to a certain tolerance found in the family, only an external factor, certainly different from case to case, is required to nudge the youth into the smoking habit. Imitation, need to assert oneself, influence of the mass media (which movie star does not smoke?) all play an important role.  Schools and educational institutions should be the targets of anti-smoking propaganda, whose previous effectiveness, as our survey has shown, has been quite weak.
Interestingly enough, our subjects did not list relaxation, often indicated by physicians, as one of their motives for smoking. Their statements do not indicate the widespread excuses that “the human spirit thinks up in order to defend his bad habits or relieve his conscience” (84). 

A discussion of our cessation results does not seem necessary since the numbers in the table really speak for themselves. We would, however, like to note our direct experience with this pharmacological aid. In contrast to the manufacturer, who advised breaking off treatment and beginning again later if no withdrawal was felt within 3 days, we observed that the effect first became noticeable in most subjects after 4 to 5 days.  This is expressed – although a small percentage of subjects mentioned aversion (probably due to expectations) – not in feelings of aversion, but rather that the smoker forgets to perform his habitual ritual, the missing “nicotine hunger” reinforces his willpower. It is certainly this effect that caused such a high percentage of subjects to state that they needed only a little willpower. The complaints during treatment which were mentioned by 20% of the Tabex® and 12.5% of the placebo subjects ran a full spectrum  from flatulence to agitation and can probably be attributed to neurovegetative changes. The fact that the distribution was very similar seems to indicate that expectations played a role here again, especially as the majority did not experience such complaints.  The weight gain, already discussed repeatedly in literature, is another matter.  We observed, as shown in the table, a slight weight gain in the majority of subjects, but thus far we had the impression that the weight soon settled at the new level.  This change was actually positive for many underweight chronic smokers in our study.  However, for the patients who relatively quickly gained more than 4 kg, we did not just stand by, but attempted to control this process by stepping in and offering nutritional advice, including a optimal distribution of calories throughout the day.  We should never succumb to the opinion that the weight gain could be more dangerous than smoking itself. We agree with Schettler (69) that this notion shows a lack of understanding of the facts.
In conclusion, we would like to comment on the compound Tabex® we tested, whose active ingredient is the alkaloid cytisine  from laburnum. As we have already stated in our first reports, the 4 week post-study survey is not a final measure of the success of smoking cessation;  experience shows that a relatively high percentage of the abstinent smokers will relapse, which seems to depend on the behavior of those around them. However, this cannot be blamed on a pharmacological aid to cessation, whose purpose is solely to help in bridging the first weeks of withdrawal.  Keeping this condition in mind and considering the data in literature, we feel that our results justify the statement that Tabex® is the most suitable medication for aiding smoking cessation presently available. Its use can be recommended to every general practitioner who is interested in his patients’ fates and wants to help the smokers among them. The  1214 patients from our clinics who were tested under strict double blind conditions suffice to make this statement.
This product should be imported soon. According to the manufacturer, there should be no problems on his part in keeping up with the increased demand. 

We would like to take this opportunity to thank all of our coworkers who helped us, usually after their regular working hours, in the clinics and in the documentation and evaluation of the study.  We also thank Mr. Stamm, economic mathematician from the Institute for Social Hygiene of the Medical Academy of Magdeburg, for his friendly advice. 

Summary
Based on the results of 1214 subjects, we report on a double blind trial of the cytisine compound Tabex® in our clinic for smoking cessation and on its suitability as a pharmacological aid for smoking cessation in chronic smokers. The current alternatives for aiding cessation and our own insights into the consequences of cessation have been presented and/or discussed in light of the relevant literature.
According to our results, Tabex® is the best of the currently known cessation aids.  We have expressed our desire to make Tabex® available as soon as possible to as many interested physicians as possible.
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