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Results and discussion - continued
*Snus exposure, age, smoking and BMI variables were not consistent across studies. While it is
theoretically possible that different functional forms, choices of covariates, etc. are appropriate for
different diseases, these papers did not adequately justify the differences or suggest they were anything
other than data-driven.
°Age
* Zendehdel justified their age cutpoint by stating that the RRs diverged at age 70 and indicated that
older men were more likely to have been exposed to products with different chemistry than
contemporary products.

Background
*Tobacco harm reduction (THR) is the substitution of less risky nicotine products for cigarettes.
* Epidemiologic evidence clearly shows that non-smoked sources of nicotine (smokeless tobacco and
pharmaceutical nicotine) have approximately 1% of the health risk of cigarettes.
* Despite the dramatic potential risk reduction of THR, many clinicians and public health practitioners
oppose THR efforts.
* Opponents overstate the risks from smokeless tobacco, which is currently the most promising
reduced harm substitute, sometimes by perverting epidemiologic research.
* We have previously identified the epidemiologic “methods” used by politically-driven THR opponents:

* Not acknowledging potential residual confounding; * But if the difference is real and not just a data-driven statistical artifact, then the authors should have

* Inconsistent exposure, outcome, and covariate definitions; emphasized the <70 results since they claim to be providing information relevant to health policy

* Nonsensical meta-analyses; decisions about current products. But they chose to emphasize the bigger RR from the 70+ population,

* Misinterpreting descriptive epidemiology that clearly shows the success of THR in Sweden; and suggesting a goal of biasing the reader’s perception of their results.

* Engaging in publication bias in situ (PBIS) (intentionally biasing results from a study; e.g., running

many different models and reporting only the one that produces the preferred results). *In the most typical manifestation of PBIS, the abstract of the article focuses on outliers.
*The authors focus on statistical significance testing which is, of course, generally frowned upon. But it is

*Ethical obligations of researchers and journals. particular bad when 60 RRs are calculated for different cuts at the data, and no attempt is made to adjust

* Researchers should report their findings honestly, signitying respect for scientific truth and the right for the multiple comparisons.

of their readers to interpret results rather than feed authors” preferred conclusions.

* This may require reporting results that contradict favored hypotheses or might call into question
some conclusions from other results.

*Journals are currently incapable of ensuring adequate methodology, but can endeavor to reduce PBIS,
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Table 1: Sample size and variables definitions used in different analysis of the Swedish construction workers cohort

e [t 1s difficult for us to understand

Reference |n and person- | Snus use Age in stratified and BMI Smoking Sincerely yours,
time (pt) multivariable analysis what could be a more relevant letter
Zendehdel | n=336,381 Ever versus never Attained age Quartiles Ever or never Current, previous, or never bl . h b h . 1 '
2008 pt=7,475,628 Stratified analysis: <70, >=70 Amount (g/day): <10, 10-19, >=20 to publish about these articles. < A QAN
RR adjusted for age as time scale Product: cigarette only, pipe only, cigar only ° EV en aft er app e al, th ee dlt Ors T efu ge d E;c::’o:i[%lﬁ i;tlr Hausen
Luo 2007 | n=279,897 Never, previous, or current Attained age <25, 25-29, Never, previous, or current . .. . |
pt=5,611,075 | Amount used (g/day): <10, 10 | RR adjusted for attained age and =30 Smoking tobacco (g/day) (continuous) to pUthh the letter. ThlS 1S qUIte
(continuous) as fme scake. embarrassing for epidemiology as a
Odenbro |n=339,802 Pure snuff users vs tobacco Incidence rate ratios adjusted for | <18.5,18.5-25, | Cigarette tobacco (g/day): TNU, 1-9, 10-19, >=20 ] g p gy ]
2007 pt=7,663,400 nonusers (TINU) age (possibly in 5-year age 25-30, >30 Pure cigarette smokers vs TNU Pure pipe smokers vs TNU science. It relnf orces the perceptlon
Duration (years): 1-29, >=30 groups) Pure cigar smokers vs TNU Mixed tobacco use vs TNU h . . d . 1 . . 1( . d
Fernberg | n=336,381 Pure snuff users vs TNU Incidence rate ratios adjusted for |<18.5,18.5-25, | Current smokers, ex-smokers and TNU t at epl €mio Ogy 1S ]un science an
2007 pt=7,475,628 age in years as time scale. 25-30, >30 Amount currently smoked (g/ day): <10, 10-20, >20 that jOurnals ]USt churn out results
Pure cigarette smokers vs TNU Pure pipe smokers vs TNU . . .
Hergens n=118,395 Never, current, former Stratified analysis: 35-54 and 55- | <20, 20-24, 25- | Not included without any attention to thelr flaWS- B e g = R
2007 pt=2,222,262 | Amount used (g/week) 65 years old 30, 30+ Tel. 49-6221-424800; Fax: 49-6221-424809; E-mail: inficanc@dkfz-heidelberg.de
Amount used by current users | RR adjusted for age as time scale. (adjusted for Deutsches Krebsforschungszentrum, Im Neuenheimer Feld 242, 69120 Heidelberg . Germany
(g/day): <12.5,12.5-24.9, 25- age
49.9, >=50 distribution
Duration at entry)
Time since snuff use cessation
Regular snuff use .
Fang 2006 | n=280,558 Pure snuff use vs TNU RR adjusted for age in 5-year Not included | Former, current, non-tobacco use Amount (g/day): <=15, >15 COHC]“SIOHS
pt=5,505,849 categories Cigarette smokers, cigar, pipe or mixed smokers vs TNU ° . : :
Oty smokers, both Sonokats and sttt tsors vo TNU Taking advantage of the weaknesses of epidemiology to advance a worldly agenda not only hurts
Only smokers, snuff users only, both smokers and snuff users vs TNU SC1€nt1f1C Inte grlty, but makes epldemlolo gy a ]unk sclence.
Odenbro | n=337,311 Snuff users vs TNU Incidence rate ratios adjusted for |<18.5,18.5-25, |Previous, current vs TNU o PBIS k . f d 1 d . 1 d h . . 1 . d .
2005 pt=6,536,910 | Duration (years): TNU, <30, age (possibly in 5-year age 25-30, >30 Smoking tobacco (g/day): TNU, <=10, 11-15, >15 SKEWS perceptlons ot stu Y resu tS/ and so misieads anyone Wwho 15 genlﬂne y Interested 1n
>=3() groups) Years of smoking: TNU, <=15, 16-25, >25 1 .
Years since smoking cessation: TNU, <10, >=10 determlnlng true health I'lSkS. . . . .
Cigarette smoker vs TNU Cigar smoker vs TNU * PBIS is not taken seriously by most epidemiology/public health journals.
Pipe smoker vs TNU Mixed user vs TNU . . . L. ;
Cigarettes/day: TNU, <10, 11-20, >=201 * A simple way to reduce PBIS is reporting, as a sensitivity analysis, results calculated based on related
Pipe tob k): TNU, <80, >=80 . 4. . . . . .
. . — . Ipe fobacco g/ weeld) statistical models that were previously published. This can show whether a result is largely driven by the
Adami n=135,006 Ever versus never (includes Rate ratios adjusted for age asa | Notincluded |Never, previous and current . . ol . :
1996 pt=2,369,006 | cigarette, pipe and cigar categorical variable (<45, 45-49, Cigarettes/day: 0, 1-4, 5-14, 15-24, >25 choice of model. Doing this is particularly easy when the same authors created the previous models
smokers) 50-54, 55-59, 60-64, 65-69, 70-74, Duration among ex-smokers (years): never smokers , 1-10, 11-20, >21 .
75-79 80+) Duration among current smokers (years): never smokers, 1-10, 11-20, U.Slng the same data.
21-30, 31-40, >41 . . . . . .
Pipe tobacco (g week): never smokers, <30, 30-100, 100 * However, the most robust solution to PBIS is to end the practice of publishing based on secret data using

half-described methods.
*Novel forums are needed to discuss variations in study methodology when the journal that published

Results and discussion - continued

Contlicting eligibility criteria the original article is not receptive to such concerns.
* Different eligibility criteria were used, without justitication, leading to vastly different sample sizes.
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