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Other Online EBM Resources/Links:     EBM Portal Links (SK): http://web.mac.com/malees/Primary_Care_Portal/EBM.html; Evidence Updates service: http://plus.mcmaster.ca/EvidenceUpdates/Default.aspx  
     General: U of T:  http://www.cebm.utoronto.ca/; Oxford: http://www.cebm.net/?o=1011;  McMasters: How to teach evidence based clinical practice – Links: http://hsl.mcmaster.ca/ebcp/.    Dynamed:  www.ebscohost.com/dynamed/ 
 User’s Guide: UofA, Centre for Health Evidence:  http://www.cche.net/usersguides/main.asp;  UBC: http://www.ti.ubc.ca/; Grey Literature Searching: http://www.cadth.ca/index.php/en/cadth/products/grey-matters    
 ScHARR Intro to Evidence Based Practice (Sheffield, UK) http://www.shef.ac.uk/scharr/ir/netting/;   BMJ – Clinical Evidence Links: http://clinicalevidence.bmj.com/ceweb/resources/useful_links.jsp;  NNTs http://www.thennt.com/  
     Clinical significance CALCULATORS: UBC: http://spph.ubc.ca/sites/healthcare/files/calc/clinsig.html; Wisconsin: http://intsmain.is.mcw.edu/clincalc/bayes.html. Essential Evidence Plus: http://www.essentialevidenceplus.com/  
  Dalhousie Katie Clinical Significance Calculator: http://ktcalc.cme.dal.ca/site/login.php 
 

RxFiles – Select Trial Summaries (more available online at www.RxFiles.ca ) 
Diabetes: Landmark Trials Summary: Glucose: http://www.rxfiles.ca/rxfiles/uploads/documents/CHT-Diabetes-Landmark-Trials-Links.pdf  
        Landmark Trials Summary: NON-Glucose: http://www.rxfiles.ca/rxfiles/uploads/documents/members/CHT-DIABETES-Landmark-Trials-Non-Glucose.pdf  

ACCORD-ADVANCE Comparison: http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-A1C-ACCORD-vs-ADVANCE-COMPARISON.pdf 
ACCORD-BP & LIPID: http://www.rxfiles.ca/rxfiles/uploads/documents/ACCORD-BP-Lipid-Trial-Overview.pdf  
ACCORD: Glucose http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-Targets-ACCORD-A1C.pdf  
ADVANCE: http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-ADVANCE-trial.pdf  
AVANDIA & CV risk – Meta-analysis: http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-Avandia-CV-Meta-Comments.pdf  
DREAM: http://www.rxfiles.ca/rxfiles/uploads/documents/Dream-QandA.pdf  
RECORD:http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-RECORD-Trial-Summary.pdf  

Hypertension:  Summary Table: http://www.rxfiles.ca/rxfiles/uploads/documents/HTNLandmarkHypertensionTrials.pdf   
ACCOMPLISH: http://www.rxfiles.ca/rxfiles/uploads/documents/HTN-QandA-Accomplish.pdf 
ALLHAT: http://www.rxfiles.ca/rxfiles/uploads/documents/HTN-Update-2003-Final.pdf  
ANBP2: http://www.rxfiles.ca/rxfiles/uploads/documents/HTN-QandA-ANBP2.pdf  
ASCOT-BPLA: http://www.rxfiles.ca/rxfiles/uploads/documents/HTN-QandA-ASCOT.pdf  
Trial Summary table -  abridged: http://www.rxfiles.ca/rxfiles/uploads/documents/members/cht-HTN-trial-summary.pdf  

HF: CHARM: http://www.rxfiles.ca/rxfiles/uploads/documents/CHARM-Comments.pdf  
Hirsutism: http://www.rxfiles.ca/rxfiles/uploads/documents/members/Hirsutism%20Trial%20Summary.pdf 
HRT:  WHI: http://www.rxfiles.ca/rxfiles/uploads/documents/HRT Post-WHI-2002-Header.pdf  

WHI & Age:  http://www.rxfiles.ca/rxfiles/uploads/documents/HRT-Age-and-the-WHI.pdf ; 
WHI & Extras/Perspectives on NNTs, NNHs:  http://www.rxfiles.ca/rxfiles/uploads/documents/HRT-WHI-Extras-Perspectives.pdf  

 

Lipid:  Summary Table: http://www.rxfiles.ca/rxfiles/uploads/documents/members/CHT-lipid agents-major trials.pdf  
  & Q&A 2004: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-Update-Oct04.pdf  
AIM-HIGH: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-AIM-HIGH-nicotinic-acid-Niaspan-trial.pdf 
ASCOT-LLA: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-ASCOT.pdf  
CARDS: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-CARDS.pdf  
ENHANCE: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-ENHANCE trial overview.pdf  
IDEAL: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-IDEAL.pdf  
JUPITER: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-Jupiter-trial-overview.pdf  
PROVE-IT: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-Prove-It.pdf  
SHARP: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-Sharp-CKD-trial.pdf 
SPARCL: http://www.rxfiles.ca/rxfiles/uploads/documents/Lipid-QandA-SPARCL.pdf  

Thrombotic (antithrombotics: ASA, clopidogrel, anticoagulants: warfarin) :  
ACTIVE-A & ACTIVE-W trials  http://www.rxfiles.ca/rxfiles/uploads/documents/ACTIVE-A-Trial-Summary.pdf  
Antithrombotics Summary Chart:: http://www.rxfiles.ca/rxfiles/uploads/documents/members/cht-AntiThrombotics.pdf  
CHARISMA: http://www.rxfiles.ca/rxfiles/uploads/documents/Charisma-Q&A.pdf  
Clopidogrel-PPI drug interaction: http://www.rxfiles.ca/rxfiles/uploads/documents/Clopidogrel-PPI-interaction-QandA.pdf  
RE-LY: Dabigatran vs warfarin in Atrial Fibrillation http://www.rxfiles.ca/rxfiles/uploads/documents/RE-LY-Trial-Dabigatran.pdf  
ROCKET-AF: Rivaroxaban vs warfarin in A Fib: http://www.rxfiles.ca/rxfiles/uploads/documents/ROCKET-AF-Rivaroxaban.pdf 
ARISTOTLE: Apixaban vs warfarin in A Fib:  http://www.rxfiles.ca/rxfiles/uploads/documents/ARISTOTLE-AF-Apixaban.pdf 

MISC.: 
Catie-AD: Atypical Antipsychotics in Patients with Alzheimer’s  http://www.rxfiles.ca/rxfiles/uploads/documents/Psych-CATIE-AD-trial-summary.pdf 
Meloxicam: SELECT, MELISSA; celecoxib CLASS, rofecoxib VIGOR,: http://www.rxfiles.ca/rxfiles/uploads/documents/QandA-Meloxicam-2.pdf   
OAB: Darifenacin-Oxybutynin Memory Trial :  http://www.rxfiles.ca/rxfiles/uploads/documents/UI-Darifenacin-Kay-Trial-QandA.pdf 

 

RxFiles: Evidence Based Medicine (EBM) Overview - References 
                                                           
1 Sackett D, Straus S, Richardson WS, Rosenberg, Haynes R.  Evidence-Based Medicine: how to practice and teach EBM.  Churchill Livinstone. 2000. 
2 Dawes M, Davies P, Gray A, Mant J, Seers K, Snowball. Evidence-based Practice; a primer for health care professionals.  Elsevier, 2nd edition 2005. 
3 Allen J. Pharmacist’s Letter / Prescriber’s Letter.  Applying Study Results to Patient Care. June 2005, 21;1-14. 
4 Jadad A, Enkin M.  Randomized Controlled Trials: Questions, Answers and Musings 2nd edition.  Blackwell Publishing 2007; BMJ Books 
5 Edited by: Geyman J, Deyo R, Ramsey S.  Evidence-Based Clinical Practice: Concepts and Approaches. Butterworth Heinemann 2000. 
6 Centre for Evidence Based Medicine (CEBM) Oxford: EBM Tools accessed online 31Jul08 at: http://www.cebm.net/index.aspx?o=1157  
7 Centre for Evidence Based Medicine, University Health Network, Toronto. Critical Appraisal tools; accessed online 31Jul08: 

http://www.cebm.utoronto.ca/teach/materials/caworksheets.htm  
8 Schulz KF, Chalmers I, Hayes RJ, Altman DG. Empirical evidence of bias. Dimensions of methodological quality associated with estimates of treatment effects in 

controlled trials. JAMA. 1995 Feb 1;273(5):408-12.  {Compared with trials in which authors reported adequately concealed treatment allocation, trials in which 
concealment was either inadequate or unclear (did not report or incompletely reported a concealment approach) yielded larger estimates of treatment effects (P < 
.001). Odds ratios were exaggerated by 41% for inadequately concealed trials and by 30% for unclearly concealed trials (adjusted for other aspects of quality). 
Trials in which participants had been excluded after randomization did not yield larger estimates of effects, but that lack of association may be due to incomplete 
reporting. Trials that were not double-blind also yielded larger estimates of effects (P = .01), with odds ratios being exaggerated by 17%.} 

9 Moher D, Pham B, Jones A, Cook DJ, Jadad AR, Moher M, Tugwell P, Klassen TP.  Does quality of reports of randomised trials affect estimates of intervention 
efficacy reported in meta-analyses? Lancet. 1998 Aug 22;352(9128):609-13. {FINDINGS: The quality of trials was low. Masked assessments provided significantly higher 
scores than unmasked assessments (mean 2.74 [SD 1.10] vs 2.55 [1.20]). Low-quality trials (score < or = 2), compared with high-quality trials (score > 2), were associated with an 
increased estimate of benefit of 34% (ratio of odds ratios [ROR] 0.66 [95% CI 0.52-0.83]). Trials that used inadequate allocation concealment, compared with those that used 
adequate methods, were also associated with an increased estimate of benefit (37%; ROR=0.63 [0.45-0.88]). The average treatment benefit was 39% (odds ratio [OR] 0.61 [0.57-
0.65]) for all trials, 52% (OR 0.48 [0.43-0.54]) for low-quality trials, and 29% (OR 0.71 [0.65-0.77]) for high-quality trials. Use of all the trial scores as quality weights reduced the 
effects to 35% (OR 0.65 [0.59-0.71]) and resulted in the least statistical heterogeneity. INTERPRETATION: Studies of low methodological quality in which the estimate of quality is 
incorporated into the meta-analyses can alter the interpretation of the benefit of intervention, whether a scale or component approach is used in the assessment of trial quality.} 

10 Fletcher J.  Subgroup analyses: how to avoid being misled. BMJ. 2007 Jul 14;335(7610):96-7. 
11 Centre for Evidence Based Medicine (CEBM) Oxford: EBM Tools accessed online 31Jul08 at: http://www.cebm.net/index.aspx?o=1039  
12 Oleckno WA. Essential Epidemiology Principles and Applications.  Long Grove IL: Waveland Press Inc, 2002. (page 108) 
13 http://www.cochrane.org/ ; http://www.cfp.ca/cgi/content/full/55/11/1155?etoc  
14 http://www.campbellcollaboration.org/ ; http://www.campbellcollaboration.org/library.php  
15 Centre for Evidence Based Medicine (CEBM) Oxford: EBM Tools accessed online 31Jul08 at: http://www.cebm.net/index.aspx?o=1025  
16 Barratt A, Wyer PC, Hatala R, McGinn T, Dans AL, Keitz S, Moyer V, For GG; Evidence-Based Medicine Teaching Tips Working Group.  Tips for learners of 

evidence-based medicine: 1. Relative risk reduction, absolute risk reduction and number needed to treat. CMAJ. 2004 Aug 17;171(4):353-8. 
17 Bandolier; Number Needed to Treat.  Accessed online 31Jul08 at: http://www.medicine.ox.ac.uk/bandolier/band59/NNT1.html  
18 Finlay A. McAlister. The "number needed to treat" turns 20 — and continues to be used and misused. CMAJ 2008; 179: 549-553.  

http://www.cmaj.ca/cgi/content/full/179/6/549  
19 James P McCormack. NNT misses the mark on baseline risks. Electronic Letter, CMAJ online.  (17 September 2008) 

http://www.cmaj.ca/cgi/eletters/179/6/549#20357  
20 Centre for Evidence Based Medicine (CEBM) Oxford: NNT calculator tool. Accessed online 31Jul08 at http://www.cebm.net/index.aspx?o=1044 . 
21 Montori VM, Kleinbart J, Newman TB, Keitz S, Wyer PC, Moyer V, Guyatt G; Evidence-Based Medicine Teaching Tips Working Group.  Tips for learners of 

evidence-based medicine: 2. Measures of precision (confidence intervals). CMAJ. 2004 Sep 14;171(6):611-5. 
22 Hatala R, Keitz S, Wyer P, Guyatt G; Evidence-Based Medicine Teaching Tips Working Group.  Tips for learners of evidence-based medicine: 4. Assessing 

heterogeneity of primary studies in systematic reviews and whether to combine their results. CMAJ. 2005 Mar 1;172(5):661-5. 

                                                                                                                                                    
23 Kaduszkiewicz H, Zimmermann T, Beck-Bornholdt HP, van den Bussche H.  Cholinesterase inhibitors for patients with Alzheimer's disease: systematic review of 

randomised clinical trials. BMJ. 2005 Aug 6;331(7512):321-7.  http://www.bmj.com/cgi/reprint/331/7512/321 {A systematic review by Kaduszkiewicz and colleagues 
(p 321) included 22 double blind randomised controlled trials with the follow-up ranging from six weeks to three years, but the trials scored poorly on a predefined 
checklist of criteria of methodological quality. Further, the outcomes measuring cognition did show beneficial effects of cholinesterase inhibitors, but these effects 
were minimal (ranging from 1.5 points to 3.9 points on a 70 point Alzheimer's disease assessment scale).} 

24 Regier L. RxFiles Trial Summary: Darifenacin (ENABLEX) vs Oxybutynin ER extended release (DITROPAN XL) vs Placebo: Effects On Memory / Cognitive Impairment. 
Accessed at: http://www.rxfiles.ca/rxfiles/uploads/documents/UI-Darifenacin-Kay-Trial-QandA.pdf  

25 Montori VM, Isley WL, Guyatt GH. Waking up from the DREAM of preventing diabetes with drugs. BMJ. 2007 Apr 28;334(7599):882-4. 
26 Montori VM. Treat the Target or Treat the Patient. Aust Prescr 2011;34:94-5. Accessed online Aug 2, 2011 at 
http://www.australianprescriber.com/magazine/34/4/94/5. 
27 Halvorsen PA, Selmer R, Kristiansen IS.  Different ways to describe the benefits of risk-reducing treatments: a randomized trial. Ann Intern Med. 2007 Jun 

19;146(12):848-56. Summary for patients in: Ann Intern Med. 2007 Jun 19;146(12):I50. 
28 Anonymous. Intensive blood glucose control with sulphonylureas or insulin compared with conventional treatment and the risk of complications in patients with type 2 

diabetes (UKPDS 33). Lancet 1998;352:837-53. 
29 Regier L. HRT in Light of the WHI – Data in Perspective. Sept 2002. Available online at: http://www.rxfiles.ca/rxfiles/uploads/documents/HRT-WHI-Extras-
Perspectives.pdf  
30 Ross JS, Mulvey GK, Hines EM, et al. Trial publication after registration in ClinicalTrials.Gov: A cross-sectional analysis. PLoS Med 2009; 
DOI:10.1371/journal.pmed.1000144. 
31 Mathieu S, Boutron I, Moher D, et al. Comparison of registered and published primary outcomes in randomized controlled trials. JAMA 2009; 302: 977-984.  
32 McNutt Robert A.; Livingston Edward H. Evidence-Based Medicine Requires Appropriate Clinical Context.JAMA. 2010;303(5):454-455. 
 

DISCLAIMER: The content of this newsletter represents the research, experience and opinions of the authors and not those of the Board or Administration of Saskatoon Health Region (SHR). Neither the authors nor Saskatoon Health Region nor any other 
party who has been involved in the preparation or publication of this work warrants or represents that the information contained herein is accurate or complete, and they are not responsible for any errors or omissions or for the result obtained from the use of 
such information. Any use of the newsletter will imply acknowledgment of this disclaimer and release any responsibility of SHR, its employees, servants or agents. Readers are encouraged to confirm the information contained herein with other sources.     
Additional information and references online at  www.RxFiles.ca  
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2009 Canadian  -10yr risk of Cardiovascular (CVD) disease (based on Framingham Heart Study). 
RISK* MEN WOMEN 
AGE  30-34   35-39 40-44 45-49 50-54 55-59 60-64 65-69 70-74 75+ 30-34 35-39 40-44 45-49 50-54 55-59 60-64 65-69 70-74 75+ 
Age points 0 2 5 7 8 10 11 12 or 13 14 15 0 2 4 5 7 8 9 10 11 12 
TOTAL 
 CHOL 
<4.1 mmol/l 

4.1-5.2 
5.2-6.2 
6.2-7.2 
 7.2 

 
 
0 
1 
2   
3 
4 

 
 

0 
1 
3  
4 
5 

<0.9 0.9-1.2 1.2-1.3 1.3-1.6 1.6 <0.9 0.9-1.2 1.2-1.3 1.3-1.6  1.6 HDL mmol/l 
+2 +1 0 -1 -2 +2 +1 0     -1     -2  

SYSTOLIC 
BP 

      
mmHg 

 

 
<120 

120-129 
130-139 
140-159 
160 

Not Treated 
                        -2 
                         0 
                         1 
                         2 
                         3 

 
<120 

120-129 
130-139 
140-159 
160 

          Treated 
               0 
               2 
               3 
               4 
               5 

 
<120 

120-129 
130-139 
140-149 
150-159 

     >160 

Not Treated 
-3 
0 
1 
2 
4 
5 

 
<120 

120-129 
130-139 
140-149 
150-159 

>160 

Treated 
-1 
2 
3 
5 
6 
7 

SMOKER 
No 

        Yes 

 
0 
4 

0 
3 

Diabetic 
         No 
        Yes 

0 
3 

0 
4 

TOTAL  
POINTS 

 

POINTS MEN: actual 10yr CVD risk %     POINTS WOMEN actual 10yr CVD risk %   
<3 -2-1 2-3 4-5 6 7 8 9 10 11 12 13-14 15-16 >17  <-2 -1-2 3-5 6-7 8-9 

 
10 11 12 13 14-15 16-17 18-20 ≥21 

<1%  

(10yr % 
Risk) 

1 2 3 4 5 6 7 9 11 13 15-18 21-25 >29  <1%  
(10yr % 
Risk) 

1 2 3 4-5 
 

6 7 8 10 11-13 15-18 21-27 ≥30 

 

Key: Low risk <10%  Moderate risk 10-19%  High risk ≥ 20% 
*Risk assessments based on Framingham data; other risk factors such as family history of CAD (2x CAD 10yr risk %=actual risk %), physical inactivity, obesity & left ventricular hypertrophy should also be considered.  

 

Patients with High risk ALL pts with CAD,CVD,PAD;  most with DIABETES >45yr,>50yr, younger with risk factors & chronic renal dx GFR <30ml/min  regardless of risk score.  
 

Cardiac Risk Tools: 1)  www.statcoder.com  2) www.nhlbi.nih.gov/guidelines  3) http://www.framinghamheartstudy.org/    
                                     4) Reynold Risk Score (also incorporates family cardiac history & CRP results, but is based on non-diabetic individuals) http://www.reynoldsriskscore.org/ 
                                     5) Cardiovascular Life Expectancy Model Risk Score (also incorporates family cardiac history) http://www.chiprehab.com/  
For suggested lipid targets, see bottom of page 15 on the RxFiles Lipid chart. 
 
Comparative 10yr CAD % risks by AGE  30-34 35-39 40-44 45-49 50-54 55-59 60-64 65-69 70-74yr 

Low         risk %  2% 3 4 4 6 7 9 11 14 Males 
Average  risk %  3% 5 7 11 14 16 21 25 30 
Low         risk %  <1% <1 2 3 5 7 8 8 8 Females 
Average  risk %  <1% <1 2 5 8 12 12 13 14 
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Extra, extra, extra….read if you want to….Other information…. 
 
Risk Stratification Schemes Use to Predict Warfarin-Associated Hemorrhage 
Risk Scheme (publication year) Risk Factors Risk Category Points Major Bleeding Rates in Validation Cohorts Comment 
ATRIA Risk Score 24 (2011) 
Adults with nonvalvular, nontransient atrial 
fibrillation on warfarin & enrolled in Kaiser 
Permanente of Northern California 

Anemia (3 points) 
Severe renal disease=eGFR<30mL/min (3 points) 
Age ≥ 75 yrs (2 points) 
Any prior hemorrhage diagnosis (1 point) 
Diagnosed Hypertension (1 point) 

Low 
Intermediate 
High 

0-3 
4 
5-10 

0.72%/yr 
2.71%/yr 
5.99%/yr 

Clinical risk factors based on computerized 
databases 
Anemia not defined 
Simple to use 
Data on ethanol abuse, drug abuse, aspirin, 
OTCs, & genetic factors not available 

RIETE risk scheme 25 (2008) 
Developed in patients with acute venous 
thromboembolism 

Recent major bleeding (<15 days before thrombotic event) (1.5 points) 
Creatinine>106 mmol/L (1.5 points) 
Anemia (1.5 points) 
Malignancy (1 point) 
Clinically overt pulmonary embolism (1 point) 
Age > 75 yrs (1 point) 

Low 
Intermediate 
High 

0 
1-4 
>4 

0.1% at 3 months 
2.8% at 3 months 
6.2% at 3 months 

 

HEMORR2HAGES 26 (2006) 
Developed in hospitalized Medicare patients 
with atrial fibrillation discharged on warfarin 

Hepatic or renal disease (1 point) 
Ethanol abuse (1 point) 
Malignancy (1 point) 
Older age > 75 yrs (1 point) 
Reduced platelet count or function (1 point) 
Rebleeding risk (2 points) 
Hypertension (1 point) 
Anemia (1 point) 
Genetic factors (1 point) 
Excessive fall risk or neuropsychiatric disease (1 point) 
Stroke (1 point) 

Low 
Intermediate 
High 

0-1 
2-3 
≥4 

1.9-2.5%/yr 
5.3-8.4%/yr 
10.4-12.3%/yr 

 

Shireman et al. 48 (2006) 
Developed in hospitalized Medicare patients 
with atrial fibrillation discharged on warfarin 

Age ≥ 70 yrs 
Female 
Remote bleeding event 
Alcohol or drug abuse 
Diabetes mellitus 
Anemia (Hct<30% during index hospitalization) 
Antiplatelet drugs (aspirin, clopidogrel, or ticlopidine at discharge) 
Risk score = 0.49 (age ≥ 70) + 0.32 (female) + 0.58 (remote bleed) + 
0.62 (recent bleed) + 0.71 (alcohol/drug abuse) + 0.25 (diabetes) + 
0.86 (anemia) + 0.32 (antiplatelet use) 

Low 
Intermediate 
High 

≤ 1.07 
1.07-2.18 
≥2.19 

0.9% within 90 days 
2.0% within 90 days 
5.4% within 90 days 

Complicated risk score formula 

Kearon et al.49 (2003)  
Developed in patients with acute venous 
thromboembolism enrolled in clinical trial. Risk 
score categories developed & validated by Gage 
et al.  

Age ≥ 65 yrs (1 point) 
Prior stroke (1 point) 
Prior peptic ulcer disease (1 point) 
Prior GI bleeding (1 point) 
Creatinine > 141 mmol/L (1 point) 
Anemia or thrombocytopenia (1 point) 
Liver disease (1 point) 
Diabetes mellitus (1 point) 
Antiplatelet therapy (1 point) 

Low 
Intermediate 
High 

0-1 
2 
3 
≥4 

2.5%/yr 
6.5%/yr 
9.3%/yr 
15.3%/yr 

 

Kuijer et al.50 (1999) 
Developed in patients with acute 
thromboembolism 

Age>60 yrs (1.6 points) 
Female (1.3 points) 
Malignancy (2.2 points) 

Low 
Intermediate 
High 

0 
1-2.9 
≥3 

0.6% at 3 months 
2% at 3 months 
7% at 3 months 

 

Outpatient Bleeding Index51 (1998) 
Developed in patients newly starting warfarin 
after hospital discharge 

Age≥65 yrs (1 point) 
Prior stroke (1 point) 
Prior GI bleeding (1 point) 
Recent MI, diabetes mellitus, hematocrit < 30%,  
creatinine > 141 mmol/L (1 point if any of the above) 

Low 
Intermediate 
High 

0 
1-2 
3-4 

3%/yr 
8%/yr 
30%/yr 

 

eGFR=estimated glomerular filtration rate, RIETE=Registro Informatizado de la Enfermedad TromboEmbolica 
 
Bleeding risk ↑ as anti-thrombotic intensity ↑.  Antithrombotics listed from lowest to highest bleeding risk: (note: based on extrapolated data from different studies & different populations) 
1) ASA 75-325mg daily or clopidogrel 75mg daily alone, 2) ASA 75-325mg daily + clopidogrel, 3) apixaban 5mg BID (but ↑ bleed in ACS pts) or dabigatran 110mg BID, 4) dabigatran 150mg BID, rivaroxaban 20mg daily or warfarin.  
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ROCKET-AF, ARISTOTLE & RELY: Comparison Tables of Baseline Characteristics (Adapted with permission from M.Louie, PharmD) 

Baseline Age 
median 

Male 
 

HTN 
 

DM 
 

Prior 
TIA/S 

Prior 
MI 

Timespent 
INR 2-3 

CHADS2 
(mean) 

Trial 
design n Follow 

up 
Dabigatran 
110mg bid 2.1 

Dabigatran 
150mg bid 

71.5 63.3% 78.9% 23.2% 20% 16.5% 64% 
(mean) 

2.2 

RCT Open 
blinded 

assessment 
18k 2 yr 

Rivaroxaban 
20mg od 73 60% 90.5% 39.5% 55% 17.5% 55% 

(mean) 3.4 RCT DB DD 14k 1.94 yr 

Apixaban 
5mg bid 70 65% 87.5% 25% 19.4% 14.2% 62% 

(mean) 2.1 RCT DB DD 18k 1.8 yr 

 
ROCKET-AF, ARISTOTLE & RELY: Comparison Table of Results 

Results 
Stroke or 
systemic 
embolism 

Ischemic 
stroke 

Hemor-
rhagic 
stroke 

All cause 
death MI/ACS Major 

bleed 
Intra-cranial 

bleed GI bleed Discontinue 
rate 

Dabigatran 
110 vs warf 

NSS 
3.0vs3.3% 

NSS 
2.6vs2.4% 

0.2vs0.7% 
RR 0.31 

NSS 
7.4vs8.1% 

NSS 
1.4vs1.0% 

5.4vs6.6% 
RR0.81 

0.4vs1.4% 
RR 0.31 

NSS 
2.2vs2.0% 20.7vs16.6% 

Dabigatran 
150 vs warf 

2.2vs3.3% 
RR 0.67 

1.8vs2.4% 
RR 0.77 

0.2vs0.7% 
RR 0.26 

NSS 
7.2vs8.1% 

1.5vs1.0% 
RR 1.40? 

NSS 
6.2vs6.6% 

0.6vs1.4% 
RR 0.41 

3.0vs2.0% 
RR 1.5 21.2vs16.6% 

Rivaroxaban 
vs warf 

3.8vs4.3% 
RR 0.88pp 

NSS 
2.1vs2.3% 

0.4vs0.7% 
RR 0.58 

NSS 
2.9vs3.5& 

NSS 
1.4vs1.8% 

NSS 
5.6vs5.4% 

0.8vs1.2%RR 
0.66 

NSS 
3.2vs2.2% 23.9vs22.4% 

Apixaban 
vs warf 

2.3vs2.9% 
RR 0.80 

NSS 
1.8vs1.9% 

0.4vs0.9% 
RR 0.51 

6.6vs7.4 
RR 0.90 

NSS 
1.0vs1.1% 

3.6vs5.1% 
RR 0.70 

0.6vs1.3% 
RR 0.42 

NSS 
1.2vs1.3% 25.3vs27.5% 

 
ROCKET-AF, ARISTOTLE & RELY: Comparision Table of NNT & NNH 

NNT 
NNH 

Stroke or 
systemic 
embolism 

Ischemic 
stroke 

Hemor-
rhagic 
stroke 

All cause 
death MI/ACS Major 

bleed Dyspesia GI bleed Antidote 

Dabigatran 
110 vs warf   192   77 17 

11.8vs5.8%  ? 

Dabigatran 
150 vs warf 88 132 182  239-284?  18 

11.3vs5.8% 100 ? 

Rivaroxaban 
vs warf 135pp  333      Octaplex 

Apixaban 
vs warf 167  238 132  67   Octaplex? 

Concluding comments: 
 

Dabigatran (RELY) 
RELY has been criticized for it’s open label design. Tolerance is an issue with the higher discontinuation rates than warfarin driven by 
dyspepsia. The tartaric acid in the formulation is likely driving the increased dyspepsia rates. Although not statistically significant after 
re-analysis, the increasing trend for MIs is worrisome.  The 150mg dosage has the best NNT for the stroke and systemtic embolism, 
hemorrhagic stroke and the only statistically significant NNT for ischemic stroke. The 110mg dosage may be appropriate for those at high 
risk for major bleeding.  
 

Rivaroxaban (ROCKET-AF) 
The trial design was superior to RELY in that it was double blinded with sham INR for both comparator and control groups. Their patient 
population was also sicker with CHADS2 score mean of 3.4 compared to 2.1-2.2 from RELY. However, a criticism has been that the time 
within TTR (INR2-3) for the warfarin group was only 55%, which is lower than RELY and ROCKET-AF. This is understandable because 
sicker patients are more difficult to dose to TTR with warfarin.  Also rivaroxaban was shown to be non-inferior to warfarin for the 
intention to treat analysis and was only superior in the per protocol group. As far as efficacy for the primary endpoint, it could be 
considered second to last before dabigatran 110mg dosage.  

 

Apixaban (ARISTOLE) 
This drug reduced all cause mortality compared to warfarin, which is already a very efficacious drug. This endpoint trumps the other two 
trials. On the safety side there is 30% less major bleeding (a combination of less intracranial and a decreasing trend for GI bleeds). It has 
not yet been approved in Canada or the US for stroke prevention in AF patients. 

 Recommendations for the prevention of stroke in 
patients with atrial fibrillation 

 

 
 

Figure. Recommendations for the prevention of 
stroke in patients with atrial fibrillation. The inner 
circle represents treatment recommendations based 
on the use of the CHADS2 score, as in US 
guidelines. The outer circle represents 
recommendations based on the CHA2DS2-VASc 
model, as outlined in the European guidelines, which 
advise anticoagulant therapy in a larger proportion 
of patients with atrial fibrillation. Bleeding risk 
assessment is recommended for patients at 
intermediate stroke risk (yellow-shaded area), with 
particular caution and regular patient review for 
those on warfarin therapy when the HAS-BLED 
(hypertension, abnormal renal/liver function, stroke, 
bleeding history or predisposition, labile 
international normalized ratio, elderly, drugs/alcohol 
concomitantly) score is ≥3. For patients at very high 
risk of bleeding (eg, those with malignant 
hypertension or prior episodes of major bleeding), 
conservative monitoring without treatment should be 
considered. OAC indicates oral anticoagulation. 
 
Reference: 
Fuster V, Chinitz JS. Net clinical benefit of warfarin: 
extending the reach of antithrombotic therapy for atrial  
fibrillation. Circulation. 2012 May 15;125(19):2285-7.  

 



. 

. 

 
Management of Recent-Onset AF & Flutter in the Emergency Department (ED):52 

• Rate-control vs. Rhythm Control Treatment (Tx) 
• Rate Control Tx = ventricular rate control, oral anticoagulation, no attempt to return the patient to sinus rhythm in the ED, & delayed cardioversion after 4 weeks, if indicated 
• Rhythm Control Tx = cardiovert patients to sinus rhythm in ED (pharmacologically or electrically), then discharge home in sinus rhythm 
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Brain Natriuretic Peptide (BNP) has diagnostic value for both types of HF and is recommended where available, when diagnosis in unclear.  The use of BNP in non-acute HF and 
community outpatient practice remains to be clarified.3 

Table: Brain natriuretic peptide (BNP mainly secreted by ventricular myocardium) & prohormone of BNP (NT-proBNP longer half life, affected by renal fx) assay cut-off points for the diagnosis of HF 3 

 Age HF unlikely HF possible but  
consider alternative diagnoses HF very likely 

BNP (pg/mL) All <100 100-500 >500 
<50 <300 300-450 >450 

50-75 <300 300-900 >900 NT-proBNP (pg/mL) 
>75 <300 300-1800 >1800 
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QT PROLONGATION and TORSADES DE POINTES: DRUGS and SUDDEN DEATH 
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 Other acne drugs 

 
Salicylic Acid = SA  χ 
Oxy, Clearasil, Neutrogena, others  
Gels, lotions, toners, cleansers, sticks, pads, washes 
& astringents 
0.5, 1, 2 & 3.5% 

Common: less irritating than BP, burning, stinging, pruritius & erythema 
Serious: rare systemic salicylate toxicity: nausea, vomiting, diarrhea, 
dizziness, loss of hearing, lethargy, psychic disturbances & hyperpnea 
?protect from sun 

8-12 weeks for noted improvement 

√Used with topical retinoids to treat mild comedonal acne or 2nd line monotherapy agent3 (also for seborrhea & psoriasis)  
Not commonly recommended (less potent than equal strength BP) 

DI: ↑ skin irritation or drying effect: Abrasive or medicated soaps or cleansers; Acne preps (e.g., BP, Resorcinol, Sulfur, Tretinoin); alcohol-
containing topicals (After-shave lotions, perfumed toiletries, cosmetics/soaps with a strong drying effect); Isotretinoin 
OD or BID, 3-6% is keratolytic , OTC: $10-15 
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Ridd M, Purdy S. Exacerbation of atopic eczema in children. BMJ. 2009 Aug 25;339:b2997.  
 
 
Cushing Syndrome (pituitary-adrenal axis suppression): 
�50g of 0.05% clobetasol/wk or 
�500g of 1% hydrocortisone/wk 
�in infants: a little as 1g/day x several days may ↓ HPA 
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Useful tables from Canadian Glaucoma Guidelines 2009: 
 
Table 19—Staging each eye for glaucoma damage  
Suspect  One or two of the following: IOP >21 mm Hg; suspicious disc or cup to disc (C/D) asymmetry of >0.2;  

 suspicious 24-2 (or similar) VF defect  

Early  Early glaucomatous disc features (e.g. C/D* <0.65) and (or) mild VF defect not within 10° of fixation 
(e.g. MD better than –6 dB on HVF 24-2) 

Moderate  Moderate glaucomatous disc features (e.g. vertical C/D* 0.7–0.85) and (or) moderate VF defect not 
within 10° of fixation (e.g. MD from –6 to –12 dB on HVF 24-2) 

Advanced  Advanced glaucomatous disc features (e.g. C/D* >0.9) and (or) VF defect within 10° of fixation† (e.g. 
MD worse than –12 dB on HVF 24-2) 

Adapted from Damji et al.160  
Please refer to text in order to decide whether a nerve exhibits characteristics of glaucomatous damage.  
*Refers to vertical C/D ratio in an average size nerve. If the nerve is small, then a smaller C/D ratio may still be significant; conversely, a 
large  
nerve may have a large vertical C/D ratio and still be within normal limits.  
†Also consider baseline 10-2 VF (or similar)  

Note: MD, mean deviation; HVF, Humphrey Visual Field Analyzer.  

 
 
Table 20—Suggested upper limit of initial target IOP for each eye  

 Suggested upper limit of target IOP. Modify based on   
Stage  longevity, QOL and risk factors for progression  Evidence  
Suspect in whom a 
clinical decision is made 
to treat 

24 mm Hg with at least 20% reduction from baseline  OHTS,47 EGPS325  

Early  20 mm Hg with at least 25% reduction from baseline  EMGTS,48 CIGTS326  

Moderate  17 mm Hg with at least 30% reduction from baseline  CNTGS,12 AGIS11  
Advanced  14 mm Hg with at least 30% reduction from baseline  AGIS,11 Odberg327  
Adapted from Damji et al.160    
Note: Target IOP may need to be adjusted during the course of follow-up. Extremes of CCT may be helpful in the setting of target IOP. For  
example, if the cornea is very thin, this may encourage a more aggressive approach with more frequent follow-up.161  

 
 
Table 21—Advantages and disadvantages of single and combined cataract and glaucoma  
procedures  
Procedure  Advantages  Disadvantages  
Phacoemulsification 
alone  Quick procedure with more rapid visual  Postoperative IOP spike is a potential risk,  

 recovery  particularly in patients with advanced VF  

  loss  

 Improved vision, which benefits QOL  Not regarded as a consistent or powerful  

  means of lowering IOP  

 May lower IOP a small amount in some  IOP should be watched closely in both the  

 patients  early postoperative period and later  

Trabeculectomy alone  Quicker than combined procedure  Will not improve vision  

 May achieve superior long-term IOP  May cause or worsen cataract  

 lowering than combined procedure or   
 cataract alone   
Combined procedure  Minimizes anesthetic risk by combining  May not be as effective at long-term IOP  

 2 procedures in 1  control as trabeculectomy alone  

 Convenience to patient with 1 trip to  Increased risk of complications with 2  

 operating room rather than 2  procedures rather than 1  

 Cost savings  Slower visual recovery than doing cataract  

  alone  

 May blunt potentially damaging   
 postoperative IOP spikes in patients   
 with advanced VF loss   
 Opportunity to improve IOP control and   
 improve vision at the same time with   
 enhanced QOL   
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Other drugs for Glaucoma: 
• Osmotic Agents (used for acute rises in IOP) 

o Glycerol – onset 10 min; max effect in 1-2 hours 
o Mannitol – Onset 10-30min; max effect in 1 hour 
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Extras – RxFiles.ca – Oral Hypoglycemics  
Hypoglycemics & Sulfa Allergy 
Articles:    http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1783707/?tool=pubmed   

Pharmacist’s Letter document (Canadian Pharmacist's Letter 2010; 26(6):260601).   
Summary & Overview:  

Warnings don’t always correspond with available evidence; there is little information to suggest cross‐
sensitivity among the different sulfa chemical classes, however, those who have experienced a previous 
allergic reaction (to any drug) are more likely to experience a subsequent allergic reaction (to a related or 
unrelated drug) 
 Specific drugs 
Chlorpropamide (Diabinese) (Apo‐Chlorpropamide ‐ Canada) ‐ no warning         
Gliclazide (Diamicron) – Warning‐ (Contraindicated‐Health Canada)  
Glimepiride (Amaryl)‐  Warning‐ (Contraindicated‐Health Canada)  
Glipizide (Glucotrol)‐  no warning 
Glyburide (DiaBeta, others) ‐  Warning (Contraindicated‐Health Canada) 
Tolbutamide (Orinase) (Apo‐Tolbutamide ‐ Canada) ‐ Warning 

One case report of contact dermatitis with tolbutamide in a patient with sensitivity to sulfanilamide vaginal cream.  
After discontinuation of tolbutamide, therapy was changed to chlorpropamide, which was tolerated without difficulty.  

Another  case report describes an allergic reaction to glyburide in a patient with a known allergy to sulfamethoxazole. 
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                     metformin is contraindicated or not tolerated. Treatment with all rosiglitazone products is now contraindicated in patients with any stage of heart failure (i.e., NYHA Class I, II, III or IV).  
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Health Canada June/08 Nangen Zengzhangsu (may also be known as Nangen or Nangeng), Sanbianwan, Jiu Bian Wang, Tian Huang Gu Shen Dan, Zui Xian Dan Gong Shi Zi, and Power Up. The Hong Kong Department of Health has warned consumers not to  
                      use these herbal/proprietary Chinese medicine products promoted for erectile dysfunction because they have been found to contain sildenafil and/or glibenclamide. 
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                    undeclared glibenclamide and sildenafil.  
Health Canada Nov/10 AVANDIA®/AVANDAMET®/AVANDARYL® is now indicated only in patients with type 2 diabetes mellitus for whom all other oral antidiabetic agents, in monotherapy or in combination, do not result in  
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HEALTHY Study Group, A School-Based Intervention for Diabetes Risk Reduction. N Engl J Med 2010 0: NEJMoa1001933. 
Heianza Y, Hara S, Arase Y, et al.   HbA(1c) 5.7-6.4% and impaired fasting plasma glucose for diagnosis of prediabetes and risk of progression to diabetes in Japan (TOPICS 3): a longitudinal cohort study. Lancet. 2011 Jun 24.  
Heikes KE, et al. Diabetes Risk Calculator: a simple tool for detecting undiagnosed diabetes and pre-diabetes. Diabetes Care. 2008 May;31(5):1040-5. Epub 2007 Dec 10. The Diabetes Risk Calculator is the only currently available noninvasive screening tool designed  
                      and validated to detect both pre-diabetes and undiagnosed diabetes in the U.S. population. 
Heine RJ, Van Gaal LF, Johns D, et al.; GWAA Study Group. Exenatide versus insulin glargine in patients with suboptimally controlled type 2 diabetes: a randomized trial. Ann Intern Med. 2005 Oct 18;143(8):559-69.  
Heisler Michele, Vijan Sandeep, Makki Fatima, et al. Diabetes Control With Reciprocal Peer Support Versus Nurse Care Management: A Randomized Trial. Ann Intern Med October 19, 2010 153:507-515.  
Hemmingsen B, Lund SS, Gluud C, et al. Targeting intensive glycaemic control versus targeting conventional glycaemic control for type 2 diabetes mellitus. Cochrane Database of Systematic Reviews 2011, Issue 6. Art. No.: CD008143. DOI:  
                     10.1002/14651858.CD008143.pub2.  The included trials did not show significant differences for all-cause mortality and cardiovascular mortality when targeting intensive glycaemic control compared with conventional glycaemic control. Targeting intensive glycaemic control reduced  
                        the risk of microvascular complications while increasing the risk of hypoglycaemia. Furthermore, intensive glycaemic control might reduce the risk of non-fatal myocardial infarction in trials exclusively dealing with glycaemic control in usual care settings. 
Hemmingsen B, Lund SS, Gluud C, et al.   Intensive glycaemic control for patients with type 2 diabetes: systematic review with meta-analysis and trial sequential analysis of randomised clinical trials.  BMJ. 2011 Nov 24;343:d6898.  
Hemmingsen B, Christensen LL, Wetterslev J, et al. Comparison of metformin and insulin versus insulin alone for type 2 diabetes: systematic review of randomised clinical trials with meta-analyses and trial sequential analyses. BMJ. 2012 Apr 19;344:e1771.  
Henry RR, Mudaliar S, Kanitra L, Woloschak M, Balena R; for the T-Emerge 3 Study Group. Efficacy and Safety of Taspoglutide in Patients with Type 2 Diabetes Inadequately Controlled with Metformin Plus Pioglitazone over 24 Weeks: T-Emerge  3 Trial. J Clin Endocrinol Metab. 2012 Apr 26. 
Hillier TA, et al. Screening for gestational diabetes mellitus: a systematic review for the U.S. Preventive Services Task Force. Ann Intern Med. 2008 May 20;148(10):766-75. Limited evidence suggests that gestational diabetes treatment after 24 weeks improves some  
                      maternal and neonatal outcomes. Evidence is even more sparse for screening before 24 weeks` gestation. 
Hippisley-Cox J, Coupland C, Robson J, Sheikh A, Brindle P. Predicting risk of type 2 diabetes in England and Wales: prospective derivation and validation of QDScore. BMJ. 2009 Mar 17;338:b880. doi: 10.1136/bmj.b880. 
Ho PM, Rumsfeld JS, Masoudi FA, et al. Effect of medication nonadherence on hospitalization and mortality among patients with diabetes mellitus. Arch Intern Med 2006; 166: 1836-1841.  
Ho JM, Juurlink DN. Considerations when prescribing trimethoprim-sulfamethoxazole. CMAJ. 2011 Oct 11.  
Hober D, Sane F. Enteroviruses and type 1 diabetes. BMJ. 2011 Feb 3;342:c7072. doi: 10.1136/bmj.c7072.Holman RR, Thorne KI, Farmer AJ, Davies MJ, Keenan JF, Paul S, Levy JC; the 4-T Study Group. Addition of Biphasic, Prandial, or Basal Insulin to Oral 

Therapy in Type 2 Diabetes. N Engl J Med. 2007 Sep 21; [Epub ahead of print]  
                   A single analogue-insulin formulation added to metformin & sulfonylurea resulted in a glycated hemoglobin level of 6.5% or less in a minority of patients at 1 year. The addition of biphasic or prandial insulin aspart reduced  
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                  metformin therapy was evident among overweight patients. 
Holzinger Ulrike, Warszawska Joanna, Kitzberger Reinhard. Real-Time Continuous Glucose Monitoring in Critically Ill Patients: A prospective randomized trial. Diabetes Care March 2010 33:467-472.;  
Home P, Mant J, Diaz J, Turner C; Guideline Development Group. Management of type 2 diabetes: summary of updated NICE guidance. BMJ. 2008 Jun 7;336(7656):1306-8.  
                  http://www.nice.org.uk/guidance/index.jsp?action=byID&o=11983  
Home PD, Pocock SJ, Beck-Nielsen H, et al. Rosiglitazone evaluated for cardiovascular outcomes in oral agent combination therapy for type 2 diabetes (RECORD): A multicentre, randomised, open-label trial. Lancet 2009;  
                  DOI:10.1016/S0140-6736(09)60953-3 Addition of rosiglitazone to glucose-lowering therapy in people with type 2 diabetes is confirmed to increase the risk of heart failure and of some fractures, mainly in women. Although  
                  the data are inconclusive about any possible effect on myocardial infarction, rosiglitazone does not increase the risk of overall cardiovascular morbidity or mortality compared with standard glucose-lowering drugs 
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Important Advice for Managing Your Patients 

 In Canada, Avandia® is NOT approved for use: 
- with insulin therapy  
- with the combination of metformin AND a sulfonylurea 
- in patients with pre-diabetes. 

 Avandia® is contraindicated in patients with NYHA Class III and IV cardiac status.  
 Avandia® should be used with caution in any patient with NYHA Class I and II cardiac status.  
 All patients should be monitored for signs and symptoms of fluid retention, edema, and rapid weight gain.  

 The dose of Avandia® used in combination with a sulfonylurea should not exceed 4mg daily.  

 More links, information and a RxFiles Q&A Summary available at: http://www.rxfiles.ca/Rosiglitazone-CV-Controversy.htm  

 



EXTRAS (SMBG in T2DM)) 
 

www.RxFiles.ca    Apr 2011 
 

Background considerations: 
• Weighing the benefits & risks of intensive therapy: [See also Diabetes - Landmark Outcome Trials Chart24]  

o The results of clinical trials evaluating outcomes of intensive glycemic control have been somewhat disappointing.  
Achieving an A1C of less than 6.5% may ↓ microvascular endpoints, but over 100,000 patient years of RCT data have failed 
to show a benefit on CV endpoints.25 {The 10 year observational follow-up to the UKPDS suggests CV benefit of intensive 
glycemic control  (FBG <6; mean baseline A1Cs 7.9% vs 8.5%) especially with metformin.26} 

o Individualization of antihyperglycemic therapy has become a common theme27,28 as some evidence & experience 
suggests that some patients may do worse with more intensive regimens (e.g. ↑ mortality (NNH=95/3.5yrs) in the ACCORD 
RCT n=10,251 in patients randomized to achieve an intensive A1c of 6% vs 7 - 8%; actual A1c achieved was 6.4% vs 7.5%)29.    

o Although an A1C of <7% is suggested for most, individual patient & treatment regimen factors may result in acceptance 
of less aggressive targets.  For example the American Geriatric Society30 noted that an A1C of 8% may be more 
suitable in frail elderly & those with a life expectancy <5yrs.  

o A recent observational cohort trial found a “U” shaped curve for mortality related to A1C.  An A1C of 7.5% was 
associated with the lowest mortality, with higher mortality seen at higher and lower A1C values.31  

 

 

• CADTH Exec Summary: Within the limitations of available evidence, this report concludes: 
o Use of SMBG appears to be associated with improvements in glycemic control among patients with insulin-treated type 

2 diabetes.  Evidence was limited and of low quality. 
o Few studies compared different frequencies of SMBG for patients with either type 1 or insulin-treated type 2 diabetes, 

and the evidence from these studies was of low quality. Well-designed studies may prove beneficial in optimizing SMBG 
frequency for these individuals.  

o Use of SMBG in patients with type 2 diabetes who are not using insulin is associated with a statistically significant, albeit 
clinically modest, improvement in glycemic control. Performing SMBG may reduce the number of symptomatic 
hypoglycemic events in patients using sulfonylureas. There was little or no evidence that SMBG provides other benefits, 
such as improved quality of life, or greater patient satisfaction. Longer-term studies are needed to determine whether or 
not SMBG reduces diabetes related clinical endpoints (e.g., blindness, reduction in myocardial infarctions, end-stage 
renal disease) or mortality. Studies of specific subgroups within this population who may be more likely to benefit from 
SMBG are also warranted.  

o The effect of using SMBG in women with gestational diabetes requires further investigation. 
• Estimated 40 year NNTs for SMBG in non-insulin T2DM: 266 for MI; 500 for stroke; 1,389 for end stage renal disease15 

 

Comparison: CADTH & Canadian Diabetes Association (CDA).   
 CADTH review includes detailed systematic review of the clinical evidence as well as cost evaluation.  Significant effort goes 
into limiting, minimizing the possible effects of, and acknowledging conflicts of interest.   

 CDA guidelines include clinical evidence only.  Conflicts of interest are more extensive; however they are acknowledged.   
 
Other Major Meta-analysis Reviews 

Poolsup et al SMBG Meta-analysis: suggests that SMBG in non-insulin T2DM may benefit those with a baseline A1C of >8%, 
but not < 8%.32 

St John meta-analysis: suggests similar ↓ in A1C of -0.22 (95% CI: -0.34—0.11). St John A, Davis WA, Price CP, Davis TM. 
The value of self-monitoring of blood glucose: a review of recent evidence. J Diabetes Complications. 2009 Feb 19.  

Gomes T, Juurlink DN, Shah BR, Paterson JM, Mamdani MM. Blood Glucose Test Strip Use: Patterns, Costs and Potential Cost 
Reduction Associated with Reduced Testing. ICES Investigative Report. Toronto: Institute for Clinical Evaluative Sciences; 
2009. Accessed Feb 11, 2010 at http://www.ices.on.ca/file/Blood%20Glucose%20Test%20Strip_Dec2009.pdf  
Outlines strip costs for elderly in ON; found potential for reduce costs by $26 million - $302 million if less testing in low-risk. 

 

Health Canada Related Alerts 
• Possible interference of icodextrin, intravenous immunoglobulins, galactose and d-xylose with certain blood glucose meters 

- Notice to Hospitals  http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2008/gluc_met_nth-aah-eng.php  
Reagents: NOTE: (Adapted from Hamilton Family Health Team – Table) 

Why consideration of reagants in test strips is important -e.g., peritoneal dialysis - use meters that are not affected by GDH-PQQ 
Rationale:  drug products or therapies that contain certain non-glucose sugars, such as maltose, galactose, and xylose will produce 
falsely elevated glucose result if measuring your glucose using a GDH-PQQ test strip.  This could result in insulin dosing errors or not 
detecting low (hypoglycemic) readings. Avoid use of these test strips in patients using interfering drug products or therapies.  Glucose 
oxidase – may be important at certain altitudes, although very rare. 

A Strips with glucose dehydrogenase (GDH) pyrroloquinolinequinone (PQQ) will have cross-reactivity with maltose, 
galactose or xylose but are unaffected by pO2. 

B Strips with glucose oxidase are affected by pO2 in the blood but not by maltose, galactose and xylose 
C Strips with glucose dehydrogenase (GDH) Flavin adenine dinucleotide (FAD) can be affected by xylose but unaffected 

by pO2, maltose and galactose. 
Maltose: found in IV solutions (i.e. immunoglobulin) and other solutions containing dialysate icodextrin 

Alternate site testing: not recommended if hypoglycemia suspected, especially if prone to hypoglycemic confusion. In these 
cases, the finger tip method is the best way to get an accurate result. 
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Patients with diabetes 
who are not using insulin 

$317,000,000 

 
If practice changes to reflect the evidence, $450 million to $1.2 billion* could be freed up between 

2012 and 2015 for spending on antidiabetes interventions that are proven effective.  
Patient health would not be affected negatively. 

http://www.cadth.ca/media/compus/pdf/C1109-Prescribing-Aid-Web-e.pdf?&utm_source=c1109&utm_medium=vo2-issue-
8&utm_campaign=communique-03-13-12  Revised March 2012 

------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------ 

[These results were prepared using data from Brogan Inc., a unit of IMS, PharmaStat®, Public and Private Drug Plans Databases, 2000-2011] 

Patients with diabetes who 
are using insulin 

$183,000,000 

Data provided from Saskatchewan Health; used by permission. 

Thanks to CADTH-COMPUS for assistance the development of this document.
See online for Copyright and Disclaimer information. 

Copyright 2012 Saskatoon Health Region www.RxFiles.ca 

o Cost to drug plans public+private = $330 million 2006 Canadian data  
o Cost per QALY (quality adjusted life year) is estimated at $113,643 for routine use of SMBG (at 
least 1 strip each day on average).  

o Annual cost per patient: $165 ‐ $2,400 (see Table below). 
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Extras 
 
 
 
Recently Discontinued Insulin Devices (within last 3 years): HumaPen Ergo (discontinued 2007) & Novolin-Pen 3   
 

AutoPen 24  (3ml penfill) 
A) green –  up to 21 units 
     1-21 units in 1 unit increments 
B) blue – up to 42 units 
     2-42 units in 2 unit increments  

 

LANTUS         (glargine) 
 free with Lantus insulin 

 
 

 has side-mounted injection button 
 small white numbers on a dark background; does not  

   have number window (e.g. number not magnified.) 
 does NOT have dial back capabilities, dose must be  

   wasted if overdialed 
 if insufficient insulin in cartridge, number remaining on dial  

   will show remaining dose to be given 
 
 
 
References:  CPS product monographs 2008 (e-CPS accessed 12 Sep, 2008); Product information leaflets.  See also RxFiles Drug Comparison Charts / BOOK – diabetes pages 24-26 (www.RxFiles.ca). 
Additional References: 
Errors Associated with Pen Injectors. Pharmacist’s Letter Nov 2008. 
Gibney MA, Arce CH, Byron KJ, Hirsch LJ. Skin and subcutaneous adipose layer thickness in adults with diabetes at sites used for insulin injections: implications for needle length recommendations. Curr Med Res Opin. 2010 Jun;26(6):1519-30. 
Hofman PL, Behrensdorf Derraik JG, et al. Defining the ideal injection techniques when using 5-mm needles in children and adults. Diabetes 
               Care. 2010 Jun 28.  
Israel-Bultman Harma, Hyllested-Winge Jacob, Kolaczynski Marcin, et al. Comparison of Preference for NovoPen(R) 4 With Previous Insulin Pen Treatments After 12 Weeks in Adult Patients With Type 1 and Type 2 Diabetes: A Multicenter Observational Study,  
               Clinical Therapeutics, Volume 33, Issue 3, March 2011, Pages 346-357 
Jet injectors (eg. AdvantaJet, Medi-Jector) avoid the use of needles, are expensive, & require frequent cleaning.  
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Temporary Extras: 

{Pen devices:↑’d portability, convenience & ease of use; but ↑ potential for contamination, needle sticks, malfunction & cost} 
T1DM: A1c difference between SAIA and HI is less than 1/10th of the difference between intensive and conventional tx 

groups in the DCCT; based on this, expected NNT for 1 less retinopathy = 650 / year 
Epidural Corticosteroids: expect ↑BG levels for a few days Even JL, Crosby CG, Song Y, McGirt MJ, Devin CJ. Effects of epidural steroid 

injections on blood glucose levels in patients with diabetes mellitus. Spine 2012;37(1):E46-50. 

Insulin Pump (CSII): may allow for ↓A1C by 0.3-0.6%; ↓ insulin dose by 10-20%; potentially useful if ↑ A1C despite best 
attempt with MDI &/or who have continued disabling hypoglycemia. Also of use in 1st trimester of pregnancy, or before, if A1C <6.1% 
not achieved. 
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EXTRAS Page 
 
Upcoming Trials in Diabetes/CV Risk Prevention:  

 NAVIGATOR (Nateglinide and Valsartan in Impaired Glucose Tolerance Outcomes Research)- NEJM Mar/10;    TRANSCEND (Telmisartan Randomized Assessment Study in aCE iNtolerant 
subjects with cardiovascular Disease);   RAPSODI (rimonabant in diabetes prevention);  CANOE (rosiglitazone 2mg bid & metformin 500mg bid in diabetes prevention);   

 
Prediabetes ADA: 

• Includes: 1) Impaired Fasting Glucose {8hr fasting BG between 5.6-6.9mmol/L) & 2) Impaired glucose tolerance {Postprandial BG of 7.8-11.0mmol/L 2hrs post 75g oral glucose challenge} 
• Risk factors: family hx, obesity – especially around waist, age >45, hypertension, gestational diabetes hx, sedentary lifestyle.  Screening recommendations vary; USPSTF recommends screening particularly if BP >135/80.  Oral Glucose 

Challenge most recommended, but A1c screen also advocated by some.   
• QDScore diabetes risk calculator: (UK Prediction Calculator for T2DM): http://www.qdscore.org/  

 
Insulin Analogues Systematic Review/Reports, 2008: http://www.cadth.ca/index.php/en/compus/insulin-analogs/reports  
Tight glucose control in critically ill hospitalized pts may ↑mortality & ↑↑risk of hypoglycemia. JAMA’08; 31 Nice-Sugar NNH=38/90day 
 
Q&A: Limitations & Unanswered Questions Regarding A1C Control and Clinical Outcome  - Benefits or Risks    
 
There are some important qualifiers on the commonly quoted observational data that "with every 1 % drop in A1C the risk of developing long-term diabetes complications decreases".  (Concept 
originally based on observational data driven by an eye related microvascular endpoint in the UKPDS).  RCT evidence does not support this assumption! 
 

• Most recently the ACCORD trial (established, higher risk T2DM) was halted after looking at whether a A1C target of <6% would result in beneficial clinical outcomes compared to 7-7.9%.  
According to the preliminary results still awaiting publication, it would appear from this RCT, in this population group, the extra 1.1% drop in A1C seen in the intensive group was actually 
associated with increased all cause death compared to the standard group.  Explanations for this are still pending; some possibilities noted with 5yr follow-up discussion below.   

 (See also; http://www.rxfiles.ca/rxfiles/uploads/documents/Diabetes-Targets-ACCORD-A1C.pdf ).   
 5 year ACCORD7b follow-up results published Mar 2011 NEJM: A1C lowering intensiveness relaxed for balance of study period; participants continued in BP or lipid lowering arms; A1C at 5 yrs ~ 7.2% vs 7.6%.  

 1) ↑ death sustained in intensive glucose lowering group 5.5% vs 4.5% NNH=100/5yr;  
    2) ↓ non-fatal MI, but fatal CV ↑;   
 3) severe hypoglycaemia equivalent in follow-up period;  
 4) those most at risk of ↑ death were those with baseline A1C > 8%;  
 5) possible explanations for harm with intensive glucose lowering:  
   A) different outcomes associated with different drugs or drug combinations?: B) impact of ↑ wt gain?; C) impact of intense BG lowering. 
 

• With the current RCT evidence with rosiglitazone, there is some concern that lowering A1C does not necessarily result in CV event reductions?  With the limited evidence, it appears to at best 
be neutral, and at worst, harmful in RCTs/durations studied so far (e.g. up to 5.5 year RCTs.)  Patients studied, agents used & study limitations e.g. dropouts may affect the benefit/risk balance.   

 

• The UKPDS-33, ~ 10 year trial saw reductions predominantly in the microvascular events (predominantly photocoagulation), with stroke and heart related endpoints not significant, but 
trending favorably and contributing to the composite endpoint benefit.  (Exception: metformin had all-cause death reduction in obese T2DM in UKPDS-34) 

 

• In UKPDS 34,p860 which noted a mortality benefit for metformin in obese T2DM, there is inconsistency in the association of A1C & outcomes (less A1C difference but more benefit UKPDS34 VS 33 ) 
 

• In UKPDS 34 Metformin + Sulfonylurea combination led to a lower A1C than Sulf alone (7.7 vs 8.2) but had higher incidence of DM death and all cause death (perhaps due to design issues 
and a several year delay in moving to combination therapy) . 

 

• The UKPDS epidemiologic evidence for the 1% drop in A1C did not control for obesity/BMI/waist circumference. UKPDS 35 
 

• In ADOPT, rosiglitazone decreased A1C more that metformin or glyburide, but glyburide had the lowest rate of CV outcomes. 
 

• In VADT, a 1.5% reduction (6.9% intensive vs 8.4% standard) in A1C for an average follow-up of 5.6 years resulted in no benefit (microvascular or macrovascular) but increased serious adverse 
events (predominantly hypoglycaemia).  

 
• Meta-analysis 2011 of Intensive ↓ BG RCTs in T2DM: 13 trials, n=34,500. Endpoints: mortality, no difference (RR=1.04, 99%CI 0.91-1.19); CV death, no difference (RR=1.11;0.86-1.43); non-fatal MI: ↓ (RR=0.85, 0.74-0.96);  
            Severe hypoglycaemia: ↑↑ (RR=2.33, 1.62-3.36) 1.9-6.6% of patients required tx for severe hypoglycaemia over 5 years. If only high quality studies included, no longer a ↓ in non-fatal MI & there was an ↑ in HF.   
            Microvascular effects: no difference, but heterogeneity; rate of retinopathy (0.85, 0.71-1.03); photocoagulation (0.91, 0.71-1.17), ↓ vision or blindness (1.00); neuropathy 0.99, 0.95-1.03); renal failure or 2x SCR (1.03, 0.98-1.08). 
            Microalbuminuria: ↓ (0.90, 0.85-0.96), ARR 0.7%-3.1%; NNT=142-32.   OVERALL: for hard clinical endpoints, no benefit, but increased severe hypoglycaemia requiring tx.  However, note heterogeneity in trials, different tx 

approaches, different definitions of “intensive lowering”, etc.  Nevertheless, the more trials, the more evidence that just lowering BG does not equate automatically to beneficial clinical outcomes, but does carry hypoglycaemia risk.  
There is some disconcordence between randomized trial outcome evidence and the frequently reported "1% A1C..." benefit.  
One thing that has growing certainty is that the risks and benefits of drug regimens that lower A1C is more complex than 
what was previously commonly accepted.  While a high A1C is not good, some methods of lowering A1C in some patient 
groups, are also harmful.  While we do not want to be lazy in addressing glucose control, the evidence suggests that we 
not assume a net benefit for all A1C lowering interventions in all Type 2 diabetes patients.  {Let the target serve the 
patient, and not the patient the target.}   See also: Yudkin JS, Lipska KJ, Montori VM. The idolatry of the surrogate. BMJ. 2011 Dec 28;343:d7995. http://www.bmj.com/content/343/bmj.d7995 

 



Multfactorial intervention - blood pressure, lipids, possibly ASA, lifestyle – in addition to glucose control, is essential in reducing macrovascular endpoints! 

See also RxFiles Landmark Trials Chart: Summary of Lipid, BP & ASA diabetes related trials: http://www.rxfiles.ca/rxfiles/uploads/documents/members/CHT-DIABETES-Landmark-Trials-Non-Glucose.pdf 
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Extras 
• ASCEND (A Study of Cardiovascular Events iN Diabetes) and ACCEPT-D (Aspirin and Simvastatin Combination for Cardiovascular Events Prevention Trial in Diabetes). These are large, ongoing studies that will enrol up to 15,000 participants 

with anticipated completion dates of 2011 and 2013, respectively. 
ETDRS  
     5 yrs, n=3,711 
 

T1DM & T2DM plus diabetic 
retinopathy; ~50% of pts with hx of 
CV disease <10% hx of MI or stroke 

aspirin 2 x 325mg/day vs placebo  1◦: all-cause mortality, 12.1 vs 14.9, RR 0.91 [99% CI, 0.75 to 1.11, p=0.24] 
 2◦: cardiovascular mortality, 9.3 vs 11.2, RR 0.87  [99% CI, 0.7 to 1.1, p=0.12] 

 2◦: fatal or non-fatal MI, 9.1 vs 12.3, RR 0.83  [99% CI, 0.66 to 1.04] 

 2◦: fatal or non-fatal stroke, 4.5 vs 3.8, RR 1.17  [99% CI, 0.79 to 1.28] 

-no evidence of harmful effects of aspirin  

ETDRS Investigators.  Aspirin effects on mortality and morbidity in patients with diabetes mellitus.  Early Treatment Diabetic Retinopathy Study Report 14.  JAMA 1992; 268(10); 1292-1300.  



• From Circulation 2010: Intervention patients experienced a decreased risk of nonfatal or fatal MI (RR 0.85, 95% CI 0.73–1.00). In contrast, stroke occurred more frequently with aspirin, although the difference was not statistically 
significant (RR 1.18, 99% CI 0.88 –1.58). Men appeared to derive more benefit from aspirin than women for prevention of MI (RR for men 0.74, 99% CI 0.54 –1.00; RR for women 0.91, 99% CI 0.65–1.28), but this difference was not 
statistically significant and could represent a chance finding. 

• From CCS 2011: For the predetermined secondary endpoint of fatal or nonfatal MI, the difference was significant at 5 years (RR 0.72, 99% CI 0.55-0.95) but not at 7 years (RR 0.83, 99% CI 0.66-1.04). 



 
 
 
 

Extras 
 

NNTs in T2DM ‐ (Standardized for 5 yrs) 
↓ Mortality: Metformin 2550mg/d in obese NNT=7/5yrs 

UKPDS‐34 

↑ Mortality: intensive blood glucose control (A1C target=6); NNH=66/5yrs 
ACCORD 

Blood pressure control: ?HOT trial??  
Major CHD Event: Atorvastatin 10mg daily; NNT=26/5yrs 

CARDS 
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Health Canada April 2007:  The Safe Use of Health Products for Weight Loss. http://www.hc-sc.gc.ca/iyh-vsv/med/weight-amaigr_e.html  
Health Canada Apr/07 is warning consumers about Bitter orange & cardiovascular reactions in the Canadian Adverse Reactions April 2007 Newsletter.  
Health Canada Apr/07 is warning consumers from the Hong Kong Department of Health found Lexscl Fat Rapid Loss capsules to be adulterated with sibutramine and thyroid hormones.   
Health Canada via July/07 Medsafe also advised the public not to use the product Dai Dai Hua Jiao Nang because it was found to contain sibutramine. 
Health Canada Aug/07 is advising Canadians of a recall in the United States of one lot of Metaboslim Apple Cider Vinegar, which is marketed as a dietary supplement, because it has been found to contain sibutramine, a prescription medication that  
              should only be taken under medical supervision. 
Health Canada Sept/07 is advising consumers not to use foreign health products due to concerns about possible side-effects: Jacaranda, Queenmer Fat Loss, Li Da Dai Dai Hua Jiao Nang, J-minus and Jelimel Slimming Capsules. These  
              products are promoted for weight loss and have been found to be adulterated with the prescription drug sibutramine. Sibutramine is used for treating obesity and should only be taken under the supervision of a health professional.  
             Junyu Jiaonanyihao has been found to contain the undeclared prescription drugs sibutramine and dexamethasone, as well as phenolphthalein, which is currently prohibited in Canada.. Heng Tong Jiangtangning Jiaonang was found to 
              contain the prohibited drug phenformin, and the prescription drug glibenclamide (glyburide) which should only be taken under the supervision of a health professional.  
Health Canada Jan/08 is warning Canadians not to use the unauthorized product Physio Care Lida Dai Dai Hua Jiao Nang Slimming Capsules (batch number 28012007 / expiration date: Jan 2009). This product is promoted for weight loss and has  
             been found to contain a derivative of the prescription drug sibutramine. 
Health Canada April/08 is advising consumers not to use Xian Zhi Wei II was found to contain sibutramine and phenolphthalein, which are not meant for self-care and may cause serious side effects. 
Health Canada Aug/08 is advising consumers not to use 9 foreign health products due to concerns about possible side-effects: Dan Bai Shou Shen Su was found to contain undeclared thyroid hormones and sibutramine. Karntien and Karntien  
             Easy to Slim were adulterated with sibutramine and a compound that is similar in structure to sibutramine (N-desmethylsibutramine). More Slim was found to contain the undeclared pharmaceutical ingredient sibutramine. Soloslim was  
             found to contain an undeclared substance similar in structure to the prescription drug sibutramine. It also contains the prescription drug L-carnitine, as well as synephrine, which is not authorized for sale in weight loss products in Canada. 
Health Canada Aug/08 is advising consumers not to use 8 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned against the use of Natural (Xin Yi Dai) and Lasmi because Natural (Xin Yi  

 



 
            Dai) was found to contain sibutramine and phenolphthalein, and Lasmi was found to contain sibutramine and spironolactone. The Hong Kong Department of Health warned against the use of AA Qu Feng Shu Jin Wan because it was found to  
            contain the undeclared pharmaceutical ingredient dexamethasone. Apisate contained fenfluramine and Energy ll contained sibutramine. Obat Asam Urat and Asam Urat both contained dexamethasone, phenylbutazone and piroxicam. The 
Hong  
            Kong Department of Health warned against the use of Slim 3in1 (Xiao Nan zhi Bao) because it was found to contain the undeclared pharmaceutical ingredients sibutramine and phenolphthalein. 
Health Canada Sep/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned against the use of Hanguo shoushen yihao (meiti xing) because it was  
           found to contain the undeclared pharmaceutical ingredient sibutramine. The Hong Kong Department of Health warned against the use of ARMA - Sin Gang San and New ARMA - Sin Gang San because they were found to contain the  
           undeclared pharmaceutical ingredients sibutramine and fenfluramine.  
Health Canada Nov/08 is advising that the Hong Kong Department of Health warned consumers not to buy or use Fat Killer, Carbohydrate Cut and Sugar-Carbohydrate Cut because they contain sibutramine and an  
          unauthorised substance similar in structure to sibutramine. 
Health Canada Jan 2009 is advising consumers not to use 4 foreign products: Zhuang Tjar Gere because it contains the undeclared prescription drugs sildenafil & tadalafil, Zhixhue Capsules manufactured by Vital Pharmaceutical  
          Holdings Ltd. due to concerns of serious side- effects including liver dysfunction, Tonik Warisan Banjar because it contains undeclared dexamethasone & Healthily Slim because it contains sibutramine. 
Health Canada Mar/09 Foreign Product:  68 Weight Loss Products; Best-life Fat Burning Capsules; Bevidan;Huiji Yin Chiao Chieh Tu Pien & Relacore. Plus Lami, Linglongquxian, Menergy M-Essence, Nyal Day &  

Night Cold & Flu Fighter (AUST L 146264), Nyal Cold & Flu Fighter (AUST L 146263), 999 Radix Notoginseng, Batch no. 0807021, Slim Pure, Carbohydrate, Kalomee, K Carbohydrate, K Tighten Slim, & K Slimming Pills. 
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_fpa-ape_2009/index-eng.php  

Health Canada June/09 Foreign Product Alerts: Jia Yi Jian (undeclared sibutramine & tadalafil); Shan Dian Qiang Xiao Shou (undeclared sibutramine & phenolphthalein). 
Health Canada June/09 is warning consumers not to use the unauthorized product Slim Magic Herbal, which is promoted as a weight-loss product, as it was found to contain an undeclared pharmaceutical ingredient similar to the  
             prescription drug sibutramine. 
Health Canada is warning consumers not to use the unauthorized product Nutural Slim, which is promoted as a weight-loss product, as it was found to contain the undeclared pharmaceutical ingredient sibutramine and also an undeclared  
              pharmaceutical ingredient similar to sibutramine. 
Health Canada June/09 warns of foreign Product Alerts: Herbal Xenicol because it contains undeclared cetilistat. BioEmagrecim, which the FDA had previously warned contained sibutramine, was also found to contain fluoxetine, furosemide and  
              fenproporex. Products: Slimbionic, Xsvelten, 999 Fitness Essence, 24" ince, Light Some, Paiyouji, Pearl White Slimming, & Reducing Weight Easily contain undeclared pharmaceutical ingredients (sibutramine and/or phenolphthalein)  
              and/or excessive levels of lead, and may cause serious health effects.. 
Health Canada Aug/09 is advising via Singapore Health Sciences Authority (HSA) that Delima Raja Urat contains undeclared dexamethasone, chlorpheniramine, pheniramine and sibutramine. 
Health Canada Dec/09 is advising Canadians not to use certain Acai Berry products after a large number of shipments of adulterated products were stopped at the border.  The product names include:  Anti-Aging Acai Berry, Guarana Blast,  
               Brazillian Pure, Anti-aging Vital Rez V, Weight Loss VitalAcai, Dietary Supplement Acai Power Blast and Muscle Mass. These products for anti-aging and weight loss were found to contain undeclared sildenafil. 
Health Canada Dec/09 is warning consumers not to use "RevolutionDS Weight Loss", an unauthorized health product promoted for weight loss, because it contains benzylpiperazine (BZP), and may pose serious health risks. 
Health Canada Jan/10 informs that U.S. FDA: Pai You Guo contains sibutramine and phenolphthalein. Hong Kong Department of Health: Ku Xiu Ba Xiang Jian Fei Wan contains sibutramine and an unauthorized substance similar to sibutramine;  
              Super Slim (Yani)  contains sibutramine and phenolphthalein;  SHoufsy contains sibutramine & MIGAC (sic) FAT BURMING (sic) FACTOR contains sibutramine. 
Health Canada Jan/10 is warning consumers not to use the unauthorized product “The Slimming Coffee,” which was previously sold as “Lose Weight Coffee,” because it was found to contain sibutramine. 
Health Canada Mar/10 is warning Canadians that an unauthorized health product, “Herbal Diet Natural” has been found on the Canadian market and contains an undeclared pharmaceutical ingredient similar to the prescription  
             drug sibutramine. 
Health Canada is warning Canadians that an unauthorized health product, “West Pharm Therma Lean Fat Burner Energizer” was found on the Canadian market. West Pharm Therma Lean Fat Burner Energizer contains Ephedrine and caffeine,  
              which combined together, may cause serious and possibly fatal adverse effects.  
Health Canada Apr/10 is warning Canadians that an unauthorized health product, “Slim-30” distributed in Ontario and Quebec by Duxx Enterprises Inc., contains an undeclared pharmaceutical ingredient similar to the prescription drug, sibutramine. 
Health Canada May/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Ba Bao Xiao Ke Dan The Hong Kong Department of Health warned consumers not to buy or use Ba  
              Bao Xiao Ke Dan after it was found to contain undeclared glibenclamide. 2. Seven Slim 7 Seshou (Qingchun Shaonüxing, Jieshixing, Guifurenxing, Songchixing), Shoushen Jiaoguan-Tinei Yundong Wan (Jian Xiabanshen, Jian Quanshen  
              Feipang)  The Hong Kong Department of Health warned consumers not to buy or use the six products listed above after they were found to contain undeclared sibutramine and phenolphthalein. 
Health Canada May/10 is advising consumers not to use 1. Botanical Slimming 100% Natural Soft Gel, also sold as Meizitang The Australian Therapeutic Goods Administration warned consumers not to buy or use this product after it was found  
              to contain undeclared sibutramine.  2. Marsha Slim Plus  The Hong Kong Department of Health warned consumers not to buy or use Marsha Slim Plus after it was found to contain undeclared sibutramine, an unauthorized substance similar  
              to sibutramine and phenolphthalein.  3. S&S Super Slender The Hong Kong Department of Health warned consumers not to buy or use S&S Super Slender after two samples were found to contain agent similar to sibutramine. One of the  
              tested samples also contained undeclared sibutramine and phenolphthalein. 
Health Canada June/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. COMECOO, ZHONGCAOYAO-JIANKANGJIANFEI The Hong Kong Department of Health  
              warned consumers not to buy or consume these two products after they were found to contain undeclared phenolphthalein, sibutramine and two unauthorized substances similar to sibutramine. 2. Qingzhi Santian Shou The Hong Kong  
              Department of Health warned consumers not to buy or consume Qingzhi Santian Shou after it was found to contain undeclared sibutramine and an unauthorized substance similar to sibutramine.   
Health Canada July/10 is advising consumers not to use the following foreign health product(s) 1.. Po Chai Pills (capsule form) The Hong Kong Department of Health warned consumers not to buy or use this product after it was found to contain  
              undeclared sibutramine and phenolphthalein. Sibutramine is a prescription drug and should only be used under the supervision of a health care practitioner while phenolphthalein is no longer authorized for sale in Canada because it may cause  
              cancer. Po Chai Pills (capsule form) has been recalled by the manufacturer. 2.  LiPO-8 Cap and Glucomi 600 Cap  Hong Kong Department of Health warned consumers not to buy or use these products because they contain undeclared  
              sibutramine.  
Health Canada July/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1 Body Beautiful The Hong Kong Department of Health warned consumers not to buy or consume  
              1 Body Beautiful after it was found to contain undeclared phenolphthalein and sibutramine. 2. USA Yaku Cell Slimming Capsules, Dong Gua Pai You Su, Qing Gua Pai You Su, and Mu Gua Pai You Su The Hong Kong Department  
             of Health warned consumers not to buy or consume these four products after they were found to contain undeclared phenolphthalein, sibutramine and an unauthorized substance similar to sibutramine.  
Health Canada Aug/10 is advising consumers not to use the following foreign health product(s): Que She The U.S. FDA warned consumers not to buy or use Que She after it was found to contain undeclared fenfluramine, propranolol, sibutramine  
                                       and ephedrine. Sheng Yuan Fang The Hong Kong Department of Health (HKDH) warned consumers not to buy or use Sheng Yuan Fang after it was found to contain undeclared phenolphthalein and sibutramine. 
Health Canada Sep/10 is advising consumers not to use : Joyful Slim Herb Supplement The U.S. FDA informed consumers of a recall of one lot (#101408) of Joyful Slim Herb Supplement after FDA tests found it to contain undeclared desmethyl  
                                        sibutramine. The lot is being voluntarily recalled nationwide in the U.S. by the company J & H Besta Corp.   
Health Canada Oct/10 is informing healthcare practitioners and Canadians that Abbott Laboratories is voluntarily withdrawing the prescription weight-loss drug sibutramine, which is marketed as Meridia®, from the Canadian market. 
Health Canada Nov/10 Amana Care Seven Slim Herbal Capsules: The Israel Ministry of Health informed consumers that it found the product Amana Care Seven Slim  Herbal Capsules to contain undeclared sibutramine and residue of sildenafil.  
Health Canada Nov/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Goya–Bitter Melon - Miyura Fit'x Capsules  contained undeclared phenolphthalein and  
                                        sibutramine 2. Solo Slim Extra Strength - Revivexxx Extra Strength contained undeclared didesmethyl sibutramine.   
Health Canada Nov/10  “Fat Burner No. 1” (labelled in Chinese characters translated as “Qian Mei Yin Zi”, an unauthorized Chinese herbal weight loss medicine, is being voluntarily recalled by Ying Tai TCM Supplying Ltd. after Health  
                                        Canada lab tests revealed the product contains two pharmaceutical ingredients: a chemical similar to sibutramine (N,N- didesmethylsibutramine), and sildenafil. 
Health Canada Dec/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Slimming Beauty Bitter Orange Slimming Capsule (Slimming Beauty) The U.S. Food and Drug  
                                         Administration warned consumers not to buy or use Slimming Beauty after FDA lab tests revealed that this product contains undeclared sibutramine.   

 



 
Health Canada Jan/11 The product Synerate, manufactured for Strive and distributed by Upper 49th, is being voluntarily recalled from the Canadian market because of the risk of serious, potentially fatal adverse effects from the combination of the ingredients in  
                                           the product.  Synerate, a product used for weight loss or body building, contains caffeine and synephrine, which is similar to ephedrine. 
Health Canada Feb/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Fruta Planta, Reduce Weight Fruta Planta  The U.S. FDA warned consumers not to buy or use Fruta Planta and  
                                           Reduce Weight Fruta Planta after FDA lab tests revealed that this product contains undeclared sibutramine.  2. Slimming Factor  The Australian TGA warned consumers not to buy or use Slimming Factor after TGA lab tests confirmed  
                                           the presence of the undeclared substances sibutramine, fenfluramine and phenolphthalein. According to the TGA release, the product is sold over the Internet. 
Health Canada Mar/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Celerite Slimming Capsules: The U.S. FDA informed consumers of a company recall of CeleriteTM Slimming  
                                           Capsules after it was found to contain undeclared sibutramine. 2. Herbal Flos Lonicerae (Herbal Xenicol) Natural Weight Loss Formula: The product was found to contain undeclared sibutramine at more than twice the dose that was  
                                           normally prescribed before sibutramine was removed from the UK market in 2010.  
Health Canada May/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Dr.  Health Series CM Factor  The Hong Kong Department of Health warned consumers not to buy or use this  

                                            product after it was found to contain an unauthorized substance similar to sibutramine that may pose similar health risks.   
Health Canada July/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Slim Xtreme Herbal Slimming Capsules The U.S. Food and Drug Administration informed  

                                         consumers of a voluntary recall after Slim Xtreme Herbal Slimming Capsules was found to contain undeclared sibutramine.  
Health Canada Aug/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Celerite Slimming Tea The U.S. FDA informed consumers of a company recall of Celerite  
                                                 Slimming Tea after it was found to contain undeclared sibutramine. 2. Pink Lady for Women Capsules, St Nirvana Herbal Slimming Capsules The Australian TGA warned consumers not to use these products  
                                                 after Pink Lady for Women Capsules was found to contain undeclared tadalafil while St Nirvana Herbal Slimming Capsules was found to contain undeclared sibutramine and phenolphthalein. According to the TGA  
                                                 advisories, these products are sold over the Internet. 3. Fifteen products promoted for weight loss The Hong Kong Department of Health (HKDH) warned consumers not to buy or use these 15 products after they  
                                                 were found to contain at least one of the following undeclared substances: phenolphthalein, sibutramine, and/or an unauthorized substance similar to sibutramine. 
Health Canada Oct/11 is advising Canadians not to use these foreign health products as they may pose a health risk. Slim Forte Slimming Capsules, Slim Forte Double Power Slimming Capsules, Slim Forte Slimming Coffee and Meizitang Botanical  
                                                    Slimming Soft Gel-The U.S. Food and Drug Administration warned that these weight loss products contain an unauthorized drug (sibutramine). OxyELITE Pro capsules and Pure Fat Three Days Reduce Weight capsules-  
                                                   The Australian Therapeutic Goods Administration warned that these weight loss products contain an unauthorized drug (sibutramine), or a prescription drug (yohimbine).  
Health Canada Nov/11 is advising Canadians not to use these foreign health products as they may pose a health risk. 1. Metabolic Advantage The Singapore Health Sciences Authority warned that this weight-loss product contains prescription drugs (thyroid  
                                                    hormones). 2. Tian Ma Tu Chung Seven Leave Ginseng, Vall-Boon Tongkat Al, and Pao Ni Kang  The Singapore Health Sciences Authority warned that these traditional herbal products contain prescription and over-the- 
                                                    counter drugs (dexamethasone, ketoconazole, repaglinide, pheniramine, and chlorpheniramine). 3. Slimming Kapsul The Hong Kong Department of Health warned that this weight-loss product contains an unauthorized drug  
                                                   (sibutramine) and a prescription drug  (spironolactone). 4. Pancre-Plus The Hong Kong Department of Health warned that this counterfeit Chinese medicine contains an unauthorized drug (phenformin) and a prescription drug  
                                                   (glyburide). 
Health Canada Jan/12 advises:  1)17 weight loss products (see Alert for a complete list)  A-Slim 100% Natural Slimming Capsule, Acai Berry Soft Gel ABC, Advanced Slim 5 >DaiDaiHuaJiaoNang, Dream Body Slimming Capsule, Fruit Plant Lossing Fat  
                                                  Capsule, Health Slimming Coffee, Ja Dera 100% Natural Weight Loss Supplement, Leisure 18 Slimming Coffee, Lishou, Magic Slim Tea, Magic Slim Weight Reduction Capsule, P57 Hoodia, Pai You Guo Slim Tea, PhentraBurn  
                                                  Slimming Capsules, Slender Slim 11 Tengda. The U.S. Food and Drug Administration warned that these weight loss products contain unauthorized drugs (sibutramine, phenolphthalein).  2. Slimina weightloss capsules, S-shape  
                                                  slim capsules  The Australian Therapeutic Goods Administration warned that these weight loss products contain prescription drugs (propranolol, nifedipine) and/or unauthorized drugs (sibutramine, fenfluramine, phenolphthalein).   
                                                  3. Cardiotium, Paidusu, SlimEasy Herbs Capsule, Tianran Zuanshi Xianweisu  The Hong Kong Department of Health warned that these health products contain prescription drugs (losartan, atorvastatin, thyroxine) and/or  
                                                  unauthorized drugs (sibutramine, phenolphthalein).  
Health Canada May/12  1. CanSui; Lexscl Fat Rapid Loss Capsule; The Extreme-thin Fat Burning Bomb;  Xiu Zhi Su L-Carnitine Slimming Capsule  The Hong Kong Department of Health warned that these weight loss products contain  
                                              unauthorized drugs (sibutramine, phenolphthalein).  2. Lipro Diet Pills; Xiyouji Qingzhi weight loss capsules  The Australian Therapeutic Goods Administration warned that these weight loss products contain an  
                                              unauthorized drug (sibutramine).    
Health Canada June/12  1. Japan Weight Loss Blue, Japan Rapid Weight Loss Diet Pills Green; Japan Rapid Weight Loss Diet Pills Yellow: The U.S. Food and Drug Administration warned that these weight loss products contain  

                                     prescription drugs (sibutramine, ephedrine alkaloids) and unauthorized drugs (phenolphthalein, and substances similar to sibutramine).  2. Mince Belle; Everlax; Ever Slim; Ever Slim Shake Mix (Strawberry);  
                                     Ever Slim Shake Mix (Chocolate); Acai-Man Mangosteen Herbal Drink; Perfect Men: The U.S. Food and Drug Administration informed of a recall because these weight loss and sexual enhancement  
                                     products contain prescription drugs (sibutramine or tadalafil).   
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Urban LE, McCrory MA, Dallal GE, et al. Accuracy of stated energy contents of restaurant foods. JAMA. 2011;306(3):287-293.   
Van Cleave J, Gortmaker SL, Perrin JM. Dynamics of obesity and chronic health conditions among children and youth. JAMA. 2010 Feb 17;303(7):623-30.  
Vilsbøll T, Christensen M, Junker AE, et al. Effects of glucagon-like peptide-1 receptor agonists (exenatide, liraglutide) on weight loss: systematic review and meta-analyses of randomised controlled trials. BMJ 2011;343:d7771. 
Whitlock EP, O'Connor EA, Williams SB, Beil TL, Lutz KW. Effectiveness of Weight Management Interventions in Children: A Targeted Systematic Review for the USPSTF. Pediatrics. 2010 Jan 18. 
Yancy William S Jr; Westman Eric C.; McDuffie Jennifer R.; et al. A Randomized Trial of a Low-Carbohydrate Diet vs Orlistat Plus a Low-Fat Diet for Weight Loss. Arch Intern Med. 2010;170(2):136-145.  
Yanovski JA, Parikh SJ. Effects of Calcium Supplementation on Body Weight and Adiposity in Overweight and Obese Adults: A Randomized Trial. Ann Intern Med 2009; 821-829. (No effect) 
Zheng W, McLerran DF, and Rolland B. Association between BMI and risk of death in more than one million Asians. New Engl J Med 2011; 364:719-729.  
 
 

 
 
 

 
 
Useful websites: 

  American Heart Association: Healthy Lifestyle www.americanheart.org/presenter.jhtml?identifier=1200009  
  Centers for Disease Control and Prevention: Overweight and Obesity www.cdc.gov/nccdphp/dnpa/obesity/index.htm  
Cochrane reviews www.cochrane.org  
Lifestyle changes week by week plan for patients taking sibutramine www.changeforlifeonline.com  

  Heart Healthy Diet(s): http://www.mayoclinic.com/health/mediterranean-diet/CL00011 ; http://www.cfp.ca/content/57/8/894.full#ref-20    
  National Heart, Lung, and Blood Institute: Aim for a Healthy Weight! www.nhlbi.nih.gov/health/public/heart/obesity/lose_wt/index.htm  
Obesity drug news www.obesity-news.com  

 



 
  Surgeon General: Physical activity and health: A report of the Surgeon General www.cdc.gov/nccdphp/sgr/sgr.htm  
Rimonabant support site www.itswhatyougain.co.uk  
UK multicentre obesity management project www.counterweight.org 



Extras (RxFiles Herbal Weight Loss 
Energy Drinks Health Canada: Safe Use of Energy Drinks. Accessed online at http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/food-aliment/boissons-energ-drinks-eng.php.  {Excessive 

drinking of energy drinks or mixing them with alcohol can have serious health effects. Energy drinks are meant to supply mental and physical stimulation 
for a short period of time. They usually contain caffeine, taurine (an amino acid, one of the building blocks of protein), vitamins and glucuronolactone, a 
carbohydrate. Energy drinks should not be confused with sports drinks such as Gatorade® or Powerade®. Sports drinks re-hydrate the body and provide 
sugars, which the body burns to create energy and replenish electrolytes.} 

Glucomannan (in PGX PolyGlycopleX) Plant fibre water-soluble: unabsorbable polysaccharide (glucose + mannose).  May ↓LDL, ↓gastric emptying & improve BG control.  Conflicting evidence. SE: gas, bloating, etc. 
 
                                                           
WEIGHT LOSS – “HERBAL / NATURAL” PRODUCTS  
1 Stevens T, Qadri A, Zein NN. Two patients with acute liver injury associated with use of the herbal weight-loss supplement hydroxycut. Ann Intern Med. 2005 

Mar 15;142(6):477-8. 
2 Walsh DE, Yaghoubian V, Behforooz A. Effect of glucomannan on obese patients: a clinical study. Int J Obes. 1984;8(4):289-93.  
3 Copeland P.  How Successful are commercial weight-loss programs?  Nat Clin Pract Endocrinol Metab. 2006;2:658-659. 
4 Bui L, Nguyen D, Ambrose P. Blood pressure and heart rate effects following a single dose of bitter orange. Ann Pharmacother 2006;40:53-7. 
5 Nykamp D, Fackih M, Compton A.  Possible association of acute lateral-wall myocardial infarction and bitter orange supplement. Ann Pharmacother 

2004;38:812-6. 
6 Heymsfield S, Allison D, Vasselli J, et al. Garcinia cambogia (hydroxycitric acid) as a potential antiobesity agent: a randomized controlled trial. JAMA 

1988;280:1596-1600. 
7 Natural Medicines Comprehensive Database 2006. 
8 Pharmacists Letter. Problems with Weight Loss Products. Jan 2006 
9 Robinson R., Griffith J., Nahata M., et al. Herbal Weight-loss supplement misadventures per a regiona poison centre. Ann Pharmacother 2004;38:787-90. 
10 Pittler M, Ernst E. Dietary supplements for body weight reduction: a systematic review. Am J Clin Nutr 2004;79:529-36.  {InfoPOEMS July 14, 2004. Evidence weak 

that any commonly used alternative products are effective for reducing weight in moderately overweight individuals.  None of the products have been studied for longer than 3 months.} 
11 Dwyer J, Allison D, Coates P.  Dietary Supplements in Weight Reduction.  J Am Diet Assoc 2005;105:S80-S86. 
12 Micromedex 2010 
 
Additional references: 

     Berz JP, Singer MR, Guo X et al. use of a DASH food group score to predict excess weight gain in adolescent girls in the National Growth and Health Study.  
                       Arch Pediatr Adolesc Med 2011; 165:540-546.    
     Bliddal H, Leeds AR, Stigsgaard L, Astrup A, Christensen R. Weight loss as treatment for knee osteoarthritis symptoms in obese patients: 1-year results from a  
                       randomised controlled trial. Ann Rheum Dis. 2011 Oct;70(10):1798-803. 
     Canadian Physical Activity Guidelines-Jan 2011. Clinical Practice Guideline Development Report. Canadian Society for Exercise Physiology.   
                        http://www.csep.ca/CMFiles/Guidelines/CPAGuideline_Report_JAN2011.pdf  
     CARE Study Group. Maternal caffeine intake during pregnancy and risk of fetal growth restriction: a large prospective observational study. BMJ. 2008 Nov  
                       3;337:a2332. doi: 10.1136/bmj.a2332. Caffeine consumption during pregnancy was associated with an increased risk of fetal growth restriction and this  
                       association continued throughout pregnancy. Sensible advice would be to reduce caffeine intake before conception and throughout pregnancy. 
     Carter PJ, Taylor BJ, Williams SM, et al. Longitudinal analysis of sleep in relation to BMI and body fat in children: the FLAME study. BMJ 2011;342:d2712.   
      Davies GA, Maxwell C, McLeod L, et al., Society of Obstetricians and Gynaecologists of Canada. Obesity in pregnancy. (SOGC) J Obstet Gynaecol Can 2010  
                       Feb;32(2):165-73. 
  Dietary Guidelines for Americans (DGA) 2010. Full Guideline: http://www.health.gov/dietaryguidelines/dga2010/DietaryGuidelines2010.pdf ,   
                        Executive summary:  http://www.cnpp.usda.gov/Publications/DietaryGuidelines/2010/PolicyDoc/ExecSumm.pdf  
    Eisenberg MJ, Atallah R, Grandi SM, Windle SB, Berry EM. Legislative approaches to tackling the obesity epidemic. CMAJ. 2011 May 2.  
    FDA Dec/08 alerted consumers nationwide not to purchase or consume more than 25 different products marketed for weight loss because they contain undeclared,  
                       active pharmaceutical ingredients that may put consumers' health at risk. The undeclared active pharmaceutical ingredients in some of these products  
                       include sibutramine (a controlled substance), rimonabant ( a drug not approved for marketing in the United States), phenytoin ( an anti-seizure  
                       medication), and phenolphthalein (a solution used in chemical experiments and a suspected cancer causing agent). The weight loss products, some of  
                       which are marked as "dietary supplements," are promoted and sold on various web sites and in some retail stores.  FDA advises consumers who use the  
                       products to stop taking them and consult their healthcare professional immediately as the health risks posed by these products can be serious (for  



                                                                                                                                                                                                                                                                    
                      example, high blood pressure, seizures, tachycardia, palpitations, heart attack or stroke). FDA also encourages consumers to seek guidance from  
                      healthcare professional before purchasing weight loss products. See the FDA News Release for a listing of the names of the 25 referenced products.  Read  
                     the MedWatch 2008 safety summary, including links to  http://www.fda.gov/medwatch/safety/2008/safety08.htm#Weight  
     FDA May/09 warned consumers to immediately stop using Hydroxycut products by Iovate Health Sciences, Inc. Hydroxycut products are associated with a  
                     number of serious liver injuries. Hydroxycut products are dietary supplements that are marketed for weight-loss, as fat burners, as energy-enhancers, as  
                     low carb diet aids, and for water loss under the Iovate and MuscleTech brand names. FDA has received 23 reports of serious health problems ranging from  
                     jaundice and elevated liver enzymes, an indicator of potential liver injury, to liver damage requiring liver transplant. One death due to liver failure has been  
                     reported to FDA. Other health problems reported include seizures; cardiovascular disorders; and rhabdomyolysis, a type of muscle damage that can lead to  
                    other serious health problems such as kidney failure. 
     FDA Jan/10 notified consumers and healthcare professionals about a counterfeit and potentially harmful version of Alli 60 mg capsules (120 count refill kit). The  
                     counterfeit version contained the controlled substance sibutramine and did not contain orlistat, the active ingredient.  
     FDA July/10 analysis of Que She found that it contains:  fenfluramine – a stimulant drug withdrawn from the U.S. market in 1997 after studies demonstrated that it  
                     caused serious heart valve damage, propranolol – a prescription beta blocker drug that can pose a risk to people with bronchial asthma and certain heart  
                     conditions, sibutramine – a controlled substance and prescription weight loss drug, sibutramine was the subject of a recent study whose preliminary  
                     findings showed an association between sibutramine use and increased risk of heart attack and stroke in patients who have a history of heart disease, &  
                     ephedrine –a stimulant drug that is legally marketed over-the-counter for temporary asthma relief but can pose a risk to people with cardiovascular disease.        
     FDA Aug/10 lab analysis of Solo Slim was found to contain the undeclared drug ingredient Didesmethyl Sibutramine.  
  FDA July/10 lab analysis of Slim-30 Herb Supplement distributed by the company was found to contain undeclared N-Desmethyl Sibutramine & Sibutramine.  
  FDA July/10 lab analysis of this herb supplement, Joyful Slim Herb Supplement, was found to contain the undeclared drug, desmethyl sibutramine. 
     FDA Oct/10 notified consumers that Slimming Beauty Bitter Orange Slimming Capsules contain sibutramine, a prescription-only drug which is a stimulant.  
     FDA Dec/10 has received multiple reports of adverse events associated with the use of Fruta Planta, including several cardiac events and one death. FDA lab  
                     analysis confirmed that Fruta Planta contains sibutramine. 

FDA Jan/11  laboratory analysis confirmed that Celerite Slimming Capsules contain sibutramine 
     FDA Mar/11 lab analysis of Svelte 30 orange & gray capsules determined that the product contains Sibutramine. 
     FDA Mar/11 notified Biotab Nutraceuticals, Inc. that two lots of counterfeit product purporting to be Extenze contain undeclared drug ingredients. Specifically, lot  
                      0709241 contains tadalafil and sildenafil, and lot 0509075 contains tadalafil and sibutramine. 
     FDA Mar/11 laboratory analyses of Celerite Slimming Tea: Recall - were found to contain undeclared Sibutramine. 
     FDA May/11 laboratory analysis confirmed that “Slim Xtreme Herbal Slimming Capsule” contains sibutramine. 

FDA July/11 is advising consumers not to purchase or use “Slim Forte Slimming Capsules,” “Slim Forte Slimming Coffee,” and “Botanical Slimming Soft  
               Gel & Slim Forte Double Power Slimming Capsules. FDA laboratory analysis confirmed that these products contain sibutramine.  

     FDA Dec/11 took joint action against several companies selling over-the-counter hCG products that falsely and illegally claim to promote weight loss. Labeled  
                      "homeopathic" by the seven companies who received the letters, the products contain human chorionic gonadotropin (hCG), a hormone produced  
                      during pregnancy by cells that form the placenta. 1. HCG Diet Direct LLC- HCG Diet Homeopathic Drops, 2. The hCG Drops LLC- Homeopathic HCG,  3. HCG Platinum  
                              LLC; RightWay Nutrition- HCG Platinum, HCG Platinum X-30, HCG Platinum X-14, 4. Nutri Fusion Systems LLC- HCG Fusion 30, HCG Fusion 43, 5. www.resetthebody.com;  
                              www.theoriginalhcgdrops.com-Homeopathic Original HCG, Homeopathic HCG, 6. Hcg-miracleweightloss.com- HCG Extra Weight Loss Homeopathic Drops, 7. Natural Medical Supply- Alcohol Free  
                              hCG Weight Loss Formula. 
     FDA Feb/12 is advising consumers not to purchase or use “Japan Weight Loss Blue,” a product for weight loss sold on various websites, laboratory analysis  
                      confirmed that “Japan Weight Loss Blue” contains sibutramine, analogs of sibutramine, and ephedrine alkaloids.  
     FDA Apr/12 laboratory analysis confirmed that “Japan Rapid Weight Loss Diet Pills Yellow” contains sibutramine and phenolphthalein.   
     Finucane MM, Stevens GA, Cowan MJ. National, regional, and global trends in body-mass index since 1980: systematic analysis of health examination surveys  
                     and epidemiological studies with 960 country-years and 9.1 million participants. Lancet 2011; DOI: 10.1016/S0140-6736(10)62035-5.  
      Health Canada April 2007:  The Safe Use of Health Products for Weight Loss. http://www.hc-sc.gc.ca/iyh-vsv/med/weight-amaigr_e.html  
     Health Canada Apr/07 is warning consumers about Bitter orange & cardiovascular reactions in the Canadian Adverse Reactions April 2007 Newsletter.  
     Health Canada Apr/07 is warning consumers from the Hong Kong Department of Health found Lexscl Fat Rapid Loss capsules to be adulterated with 
                    sibutramine and thyroid hormones.   
     Health Canada via July/07 Medsafe also advised the public not to use the product Dai Dai Hua Jiao Nang because it was found to contain sibutramine. 
     Health Canada Aug/07 is advising Canadians of a recall in the United States of one lot of Metaboslim Apple Cider Vinegar, which is marketed as a dietary  
                    supplement, because it has been found to contain sibutramine, a prescription medication that should only be taken under medical supervision. 
     Health Canada Sept/07 is advising consumers not to use foreign health products due to concerns about possible side-effects: Jacaranda, Queenmer Fat Loss, Li Da  



                                                                                                                                                                                                                                                                    
                    Dai Dai Hua Jiao Nang, J-minus and Jelimel Slimming Capsules. These products are promoted for weight loss and have been found to be adulterated  
                 with the prescription drug sibutramine. Sibutramine is used for treating obesity and should only be taken under the supervision of a health professional.  
                Junyu Jiaonanyihao has been found to contain the undeclared prescription drugs sibutramine and dexamethasone, as well as phenolphthalein, which is  
                 currently prohibited in Canada.. Heng Tong Jiangtangning Jiaonang was found to contain the prohibited drug phenformin, and the prescription drug  
                 glibenclamide (glyburide) which should only be taken under the supervision of a health professional.  
       Health Canada Jan/08 is warning Canadians not to use the unauthorized product Physio Care Lida Dai Dai Hua Jiao Nang Slimming Capsules (batch number  
                 28012007 / expiration date: Jan 2009). This product is promoted for weight loss and has been found to contain a derivative of the prescription drug  
                 sibutramine. 
       Health Canada April/08 is advising consumers not to use Xian Zhi Wei II was found to contain sibutramine and phenolphthalein, which are not meant for self-care  
                  and may cause serious side effects. 
       Health Canada Aug/08 is advising consumers not to use 9 foreign health products due to concerns about possible side-effects: Dan Bai Shou Shen Su was found to  
                   contain undeclared thyroid hormones and sibutramine. Karntien and Karntien Easy to Slim were adulterated with sibutramine and a compound that is  
                   similar in structure to sibutramine (N-desmethylsibutramine). More Slim was found to contain the undeclared pharmaceutical ingredient sibutramine.  
                   Soloslim was found to contain an undeclared substance similar in structure to the prescription drug sibutramine. It also contains the prescription drug L- 
                   carnitine, as well as synephrine, which is not authorized for sale in weight loss products in Canada. 
       Health Canada Aug/08 is advising consumers not to use 8 foreign health products due to concerns about possible side-effects: The Hong Kong Department of  
                   Health warned against the use of Natural (Xin Yi Dai) and Lasmi because Natural (Xin Yi Dai) was found to contain sibutramine and phenolphthalein, and  
                   Lasmi was found to contain sibutramine and spironolactone. The Hong Kong Department of Health warned against the use of AA Qu Feng Shu Jin Wan  
                   because it was found to contain the undeclared pharmaceutical ingredient dexamethasone. Apisate contained fenfluramine and Energy ll contained  
                   sibutramine. Obat Asam Urat and Asam Urat both contained dexamethasone, phenylbutazone and piroxicam. The Hong Kong Department of Health warned  
                   against the use of Slim 3in1 (Xiao Nan zhi Bao) because it was found to contain the undeclared pharmaceutical ingredients sibutramine and  
                   phenolphthalein. 
       Health Canada Sep/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: The Hong Kong Department of  
                    Health warned against the use of Hanguo shoushen yihao (meiti xing) because it was found to contain the undeclared pharmaceutical ingredient  
                    sibutramine. The Hong Kong Department of Health warned against the use of ARMA - Sin Gang San and New ARMA - Sin Gang San because they were  
                    found to contain the undeclared pharmaceutical ingredients sibutramine and fenfluramine.  
       Health Canada Nov/08 is advising that the Hong Kong Department of Health warned consumers not to buy or use Fat Killer, Carbohydrate Cut and Sugar- 
                    Carbohydrate Cut because they contain sibutramine and an unauthorised substance similar in structure to sibutramine. 
       Health Canada Jan 2009 is advising consumers not to use 4 foreign products: Zhuang Tjar Gere because it contains the undeclared prescription drugs sildenafil  
                     & tadalafil, Zhixhue Capsules manufactured by Vital Pharmaceutical Holdings Ltd. due to concerns of serious side- effects including liver dysfunction,  
                     Tonik Warisan Banjar because it contains undeclared dexamethasone & Healthily Slim because it contains sibutramine. 
       Health Canada Mar/09 Foreign Product:  68 Weight Loss Products; Best-life Fat Burning Capsules; Bevidan;Huiji Yin Chiao Chieh Tu Pien & Relacore. Plus  
                       Lami, Linglongquxian, Menergy M-Essence, Nyal Day & Night Cold & Flu Fighter (AUST L 146264), Nyal Cold & Flu Fighter (AUST L 146263), 999  
                       Radix Notoginseng, Batch no. 0807021, Slim Pure, Carbohydrate, Kalomee, K Carbohydrate, K Tighten Slim, & K Slimming Pills. 

                 http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_fpa-ape_2009/index-eng.php  
       Health Canada June/09 Foreign Product Alerts: Jia Yi Jian (undeclared sibutramine & tadalafil); Shan Dian Qiang Xiao Shou (undeclared sibutramine &  
                       phenolphthalein). 
       Health Canada June/09 is warning consumers not to use the unauthorized product Slim Magic Herbal, which is promoted as a weight-loss product, as it was  
                       found to contain an undeclared pharmaceutical ingredient similar to the prescription drug sibutramine. 
       Health Canada is warning consumers not to use the unauthorized product Nutural Slim, which is promoted as a weight-loss product, as it was found to contain  
                       the undeclared pharmaceutical ingredient sibutramine and also an undeclared pharmaceutical ingredient similar to sibutramine. 
       Health Canada June/09 warns of foreign Product Alerts: Herbal Xenicol because it contains undeclared cetilistat. BioEmagrecim, which the FDA had previously  
                       warned contained sibutramine, was also found to contain fluoxetine, furosemide and fenproporex. Products: Slimbionic, Xsvelten, 999 Fitness Essence,  
                       24" ince, Light Some, Paiyouji, Pearl White Slimming, & Reducing Weight Easily contain undeclared pharmaceutical ingredients (sibutramine and/or  
                       phenolphthalein) and/or excessive levels of lead, and may cause serious health effects.. 
     Health Canada Aug/09 is advising via Singapore Health Sciences Authority (HSA) that Delima Raja Urat contains undeclared dexamethasone,  
                       chlorpheniramine, pheniramine and sibutramine. 
     Health Canada Dec/09 is advising Canadians not to use certain Acai Berry products after a large number of shipments of adulterated products were stopped at the  



                                                                                                                                                                                                                                                                    
                        border.  The product names include:  Anti-Aging Acai Berry, Guarana Blast, Brazillian Pure, Anti-aging Vital Rez V, Weight Loss VitalAcai,  
                        Dietary Supplement Acai Power Blast and Muscle Mass. These products for anti-aging and weight loss were found to contain undeclared sildenafil. 

Health Canada Dec/09 is warning consumers not to use "RevolutionDS Weight Loss", an unauthorized health product promoted for weight loss, because it  
                   contains benzylpiperazine (BZP), and may pose serious health risks. 
Health Canada Dec/09 is advising consumers not to use Show Party: Hong Kong Department of Health warned consumers not to buy or consume  
                   [shou-shen pai] after it was found to contain undeclared sibutramine and phenolphthalein.  
Health Canada Jan/10 informs that U.S. FDA: Pai You Guo contains sibutramine and phenolphthalein. Hong Kong Department of Health: Ku Xiu Ba Xiang  
                   Jian Fei Wan contains sibutramine and an unauthorized substance similar to sibutramine; Super Slim (Yani)  contains sibutramine and  
                   phenolphthalein;  SHoufsy contains sibutramine & MIGAC (sic) FAT BURMING (sic) FACTOR contains sibutramine. 
Health Canada Jan/10 is warning consumers not to use the unauthorized product “The Slimming Coffee,” which was previously sold as “Lose Weight Coffee,”  
                   because it was found to contain sibutramine. 
Health Canada Mar/10 is warning Canadians that an unauthorized health product, “Herbal Diet Natural” has been found on the Canadian market and contains an  
                   undeclared pharmaceutical ingredient similar to the prescription drug sibutramine. 
Health Canada is warning Canadians that an unauthorized health product, “West Pharm Therma Lean Fat Burner Energizer” was found on the Canadian  
                    market. West Pharm Therma Lean Fat Burner Energizer contains Ephedrine and caffeine, which combined together, may cause serious and possibly  
                    fatal adverse effects.  
Health Canada Apr/10 is warning Canadians that an unauthorized health product, “Slim-30” distributed in Ontario and Quebec by Duxx Enterprises Inc., contains  
                    an undeclared pharmaceutical ingredient similar to the prescription drug, sibutramine. 
Health Canada May/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Ba Bao Xiao  
                    Ke Dan The Hong Kong Department of Health warned consumers not to buy or use Ba Bao Xiao Ke Dan after it was found to contain undeclared  
                    glibenclamide. 2. Seven Slim 7 Seshou (Qingchun Shaonüxing, Jieshixing, Guifurenxing, Songchixing), Shoushen Jiaoguan-Tinei Yundong Wan  
                   (Jian Xiabanshen, Jian Quanshen Feipang)  The Hong Kong Department of Health warned consumers not to buy or use the six products listed above  
                   after they were found to contain undeclared sibutramine and phenolphthalein. 
Health Canada May/10 is advising consumers not to use 1. Botanical Slimming 100% Natural Soft Gel, also sold as Meizitang Australian Therapeutic Goods  
                  Administration warned consumers not to buy or use this product after it was found to contain undeclared sibutramine.  2. Marsha Slim Plus  Hong  
                  Kong Department of Health warned consumers not to buy or use Marsha Slim Plus after it was found to contain undeclared sibutramine, an  
                  unauthorized substance similar to sibutramine and phenolphthalein.  3. S&S Super Slender The Hong Kong Department of Health warned consumers  
                  not to buy or use S&S Super Slender after two samples were found to contain agent similar to sibutramine. One of the tested samples also contained  
                  undeclared sibutramine and phenolphthalein. 
Health Canada June/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. COMECOO,  
                  ZHONGCAOYAO-JIANKANGJIANFEI The Hong Kong Department of Health warned consumers not to buy or consume these two products after  
                  they were found to contain undeclared phenolphthalein, sibutramine and two unauthorized substances similar to sibutramine. 2. Qingzhi Santian  
                  Shou The Hong Kong Department of Health warned consumers not to buy or consume Qingzhi Santian Shou after it was found to contain undeclared  
                  sibutramine and an unauthorized substance similar to sibutramine.   
Health Canada July/10 is advising consumers not to use the following foreign health product(s) 1. Po Chai Pills (capsule form) The Hong Kong Department of  
                  Health warned consumers not to buy or use this product after it was found to contain undeclared sibutramine and phenolphthalein. Sibutramine is a  
                  prescription drug and should only be used under the supervision of a health care practitioner while phenolphthalein is no longer authorized for sale in  
                  Canada because it may cause cancer. Po Chai Pills (capsule form) has been recalled by the manufacturer. 2.  LiPO-8 Cap and Glucomi 600 Cap   
                  The Hong Kong Department of Health warned consumers not to buy or use these products because they contain undeclared sibutramine.  

      Health Canada July/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:   
                     1 Body Beautiful The Hong Kong Department of Health warned consumers not to buy or consume 1 Body Beautiful after it was found to contain  
                     undeclared phenolphthalein and sibutramine. 2. USA Yaku Cell Slimming Capsules, Dong Gua Pai You Su, Qing Gua Pai You Su, and Mu Gua  
                     Pai You Su The Hong Kong Department of Health warned consumers not to buy or consume these four products after they were found to contain  
                     undeclared phenolphthalein, sibutramine and an unauthorized substance similar to sibutramine.  
      Health Canada Aug/10 is advising consumers not to use the following foreign health product(s): Que She The U.S. FDA warned consumers not to buy or use Que  
                    She after it was found to contain undeclared fenfluramine, propranolol, sibutramine and ephedrine. Sheng Yuan Fang The Hong Kong Department of  
                    Health (HKDH) warned consumers not to buy or use Sheng Yuan Fang after it was found to contain undeclared phenolphthalein and sibutramine. 
      Health Canada Sep/10 is advising consumers not to use : Joyful Slim Herb Supplement The U.S. FDA informed consumers of a recall of one lot (#101408) of  



                                                                                                                                                                                                                                                                    
                    Joyful Slim Herb Supplement after FDA tests found it to contain undeclared desmethyl sibutramine. The lot is being voluntarily recalled nationwide in the  
                    U.S. by the company J & H Besta Corp.   
      Health Canada Nov/10 Amana Care Seven Slim Herbal Capsules: The Israel Ministry of Health informed consumers that it found the product Amana Care Seven  
                    Slim  Herbal Capsules to contain undeclared sibutramine and residue of sildenafil.  

Health Canada Nov/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Goya–Bitter  
             Melon - Miyura Fit'x Capsules  contained undeclared phenolphthalein and sibutramine 2. Solo Slim Extra Strength - Revivexxx Extra Strength  
             contained undeclared didesmethyl sibutramine   
Health Canada Nov/10  “Fat Burner No. 1” (labelled in Chinese characters translated as “Qian Mei Yin Zi”, an unauthorized Chinese herbal weight loss  
             medicine, is being voluntarily recalled by Ying Tai TCM Supplying Ltd. after Health Canada lab tests revealed the product contains two pharmaceutical  
             ingredients: a chemical similar to sibutramine (N,N- didesmethylsibutramine), and sildenafil. 
Health Canada Dec/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Slimming  
            Beauty Bitter Orange Slimming Capsule (Slimming Beauty) The U.S. Food and Drug Administration warned consumers not to buy or use Slimming  
            Beauty after FDA lab tests revealed that this product contains undeclared sibutramine.   

     Health Canada Jan/11 The product Synerate, manufactured for Strive and distributed by Upper 49th, is being voluntarily recalled from the Canadian market  
                 because of the risk of serious, potentially fatal adverse effects from the combination of the ingredients in the product.  Synerate, a product used for weight  
                 loss or body building, contains caffeine and synephrine, which is similar to ephedrine. 
     Health Canada Feb/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Fruta Planta,  
                 Reduce Weight Fruta Planta  The U.S. FDA warned consumers not to buy or use Fruta Planta and Reduce Weight Fruta Planta after FDA lab tests  
                 revealed that this product contains undeclared sibutramine.  2. Slimming Factor  The Australian TGA warned consumers not to buy or use Slimming  
                 Factor after TGA lab tests confirmed the presence of the undeclared substances sibutramine, fenfluramine and phenolphthalein. According to the TGA  
                 release, the product is sold over the Internet. 

Health Canada Mar/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  
           1. Celerite Slimming Capsules: The U.S. FDA informed consumers of a company recall of CeleriteTM Slimming Capsules after it was found to contain  
            undeclared sibutramine. 2. Herbal Flos Lonicerae (Herbal Xenicol) Natural Weight Loss Formula: The product was found to contain undeclared  
            sibutramine at more than twice the dose that was normally prescribed before sibutramine was removed from the UK market in 2010.  
Health Canada May/11 is advising consumers not to use: 1. Dr.  Health Series CM Factor  The Hong Kong Department of Health warned consumers not to buy  
           or use this product after found to contain substance similar to sibutramine.  
Health Canada July/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:   
            1. Slim Xtreme Herbal Slimming Capsules The U.S. Food and Drug Administration informed consumers of a voluntary recall after Slim Xtreme Herbal  
             Slimming Capsules was found to contain undeclared sibutramine.  
Health Canada Aug/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  
            1. Celerite Slimming Tea The U.S. FDA informed consumers of a company recall of Celerite Slimming Tea after it was found to contain undeclared  
            sibutramine. 2. Pink Lady for Women Capsules, St Nirvana Herbal Slimming Capsules The Australian TGA warned consumers not to use these  
            products after Pink Lady for Women Capsules was found to contain undeclared tadalafil while St Nirvana Herbal Slimming Capsules was found to  
            contain undeclared sibutramine and phenolphthalein. According to the TGA advisories, these products are sold over the Internet. 3. Fifteen products  
            promoted for weight loss The Hong Kong Department of Health (HKDH) warned consumers not to buy or use these 15 products after they were found to  
            contain at least one of the following undeclared substances: phenolphthalein, sibutramine, and/or an unauthorized substance similar to sibutramine. 
Health Canada Oct/11 is advising Canadians not to use these foreign health products as they may pose a health risk. Slim Forte Slimming Capsules, Slim Forte  
            Double Power Slimming Capsules, Slim Forte Slimming Coffee and Meizitang Botanical Slimming Soft Gel-The U.S. Food and Drug  
            Administration warned that these weight loss products contain an unauthorized drug (sibutramine). OxyELITE Pro capsules and Pure Fat Three Days  
            Reduce Weight capsules- The Australian Therapeutic Goods Administration warned that these weight loss products contain an unauthorized drug  
            (sibutramine), or a prescription drug (yohimbine).  

      Health Canada Nov/11 is advising Canadians not to use these foreign health products as they may pose a health risk. 1. Metabolic Advantage The Singapore  
                 Health Sciences Authority warned that this weight-loss product contains prescription drugs (thyroid hormones). 2. Tian Ma Tu Chung Seven Leave  
                 Ginseng, Vall-Boon Tongkat Al, and Pao Ni Kang  The Singapore Health Sciences Authority warned that these traditional herbal products contain  
                 prescription and over-the-counter drugs (dexamethasone, ketoconazole, repaglinide, pheniramine, and chlorpheniramine). 3. Slimming Kapsul The Hong  
                 Kong Department of Health warned that this weight-loss product contains an unauthorized drug (sibutramine) and a prescription drug  (spironolactone). 4.  
                 Pancre-Plus The Hong Kong Department of Health warned that this counterfeit Chinese medicine contains an unauthorized drug (phenformin) and a  



                                                                                                                                                                                                                                                                    
                 prescription drug (glyburide).  

 Health Canada Jan/12 advises:  1)17 weight loss products (see Alert for a complete list)  A-Slim 100% Natural Slimming Capsule, Acai Berry Soft Gel ABC,  
           Advanced Slim 5 >DaiDaiHuaJiaoNang, Dream Body Slimming Capsule, Fruit Plant Lossing Fat Capsule, Health Slimming Coffee, Ja Dera 100%  
         Natural Weight Loss Supplement, Leisure 18 Slimming Coffee, Lishou, Magic Slim Tea, Magic Slim Weight Reduction Capsule, P57 Hoodia, Pai You Guo  
         Slim Tea, PhentraBurn Slimming Capsules, Slender Slim 11 Tengda. The U.S. Food and Drug Administration warned that these weight loss products  
         contain unauthorized drugs (sibutramine, phenolphthalein).  2. Slimina weightloss capsules, S-shape slim capsules  The Australian Therapeutic Goods  
         Administration warned that these weight loss products contain prescription drugs (propranolol, nifedipine) and/or unauthorized drugs (sibutramine,  
         fenfluramine, phenolphthalein).  3. Cardiotium, Paidusu, SlimEasy Herbs Capsule, Tianran Zuanshi Xianweisu  The Hong Kong Department of Health  
         warned that these health products contain prescription drugs (losartan, atorvastatin, thyroxine) and/or unauthorized drugs (sibutramine, phenolphthalein). 
Health Canada May/12  1. CanSui; Lexscl Fat Rapid Loss Capsule; The Extreme-thin Fat Burning Bomb;  Xiu Zhi Su L-Carnitine Slimming Capsule   
         The Hong Kong Department of Health warned that these weight loss products contain unauthorized drugs (sibutramine, phenolphthalein).  2. Lipro Diet  
         Pills; Xiyouji Qingzhi weight loss capsules  The Australian Therapeutic Goods Administration warned that these weight loss products contain an  
         unauthorized drug (sibutramine).    
Health Canada June/12  1. Mince Belle; Everlax; Ever Slim; Ever Slim Shake Mix (Strawberry); Ever Slim Shake Mix (Chocolate); Acai-Man  
          Mangosteen Herbal Drink; Perfect Men: The U.S. Food and Drug Administration informed of a recall because these weight loss and sexual enhancement  
          products contain prescription drugs (sibutramine or tadalafil).  2. Japan Weight Loss Blue, Japan Rapid Weight Loss Diet Pills Green; Japan Rapid  
          Weight Loss Diet Pills Yellow: The U.S. Food and Drug Administration warned that these weight loss products contain prescription drugs (sibutramine,  
           ephedrine alkaloids) and unauthorized drugs (phenolphthalein, and substances similar to sibutramine).   
Health Canada Jun/12 testing has identified that the weight loss product “ZXT Gold” bee pollen capsules contain sibutramine and phenolphthlalein. 
Jebb SA, Ahern AL, Olson AD et al. Primary care referral to a commercial provider for weight loss treatment versus standard care: a randomized controlled  
            trial. Lancet 2011 

      Lee JM, Gebremariam A, Vijan S, Gurney JG. Excess Body Mass Index-Years, a Measure of Degree and Duration of Excess Weight, and Risk for Incident  
                 Diabetes. Arch Pediatr Adolesc Med. 2011 Sep 12 

McDonnell WM, et al. Fulminant Hepatic Failure After Use of the Herbal Weight-Loss Supplement Exilis. Ann Intern Med. 2009 Nov 3;151(9):673-674.  
     Mediterranean diet: [Mayo Clinic website] choose this heart-healthy diet option. Rochester, MN: Mayo Clinic; 2010. Available from:  
                                        www.mayoclinic.com/health/mediterranean-diet/CL00011 . Accessed 2011 May 24. 

Medical Letter. Treatment Guidelines. Diet, Drugs & Surgery for weight loss. April 2011. 
MHRA Feb/12 Herbal sliming products found to contain potentially dangerous undeclared pharmaceuticals: Expelling Grease Slimming Abdomen,  
            V12 Fruit Slimming, 100% Natural Weight Loss Coffee, Leisure 18 Slimming Orange Juice, Fashion Slimming Milk Shake, Langli, Ya Buk &  
            Fruit and vegetables lose weight. MHRA has received advice from the Danish Medicines Agency that these unlicensed products have been tested and  
            found to contain the Prescription Only Medicine Sibutramine.  
MHRA Feb/12 Following a safety alert issued in October 2010 about slimming products containing Paiyouji the Agency has received a further complaint about a  
            product called 'Paiyouji Plus - Fast Acting Slimming Tea'. This product has been tested by the Agency and, as in the case of other Paiyouji products,  
            found to contain sibutramine. 
Mozaffarian Dariush, Hao Tao, Rimm Eric B., eft al. Changes in Diet and Lifestyle and Long-Term Weight Gain in Women and Men. N Engl J Med 2011;  
            364:2392-2404.   
Padwal RS, Pajewski NM, Allison DB, Sharma AM. Using the Edmonton obesity staging system to predict mortality in a population-representative cohort of 
           people with overweight and obesity. CMAJ. 2011 Aug 15. 
Pharmacist’s Letter: Health Benefits of Drinking Green Tea. Nov 2006. 
Pharmacist’s Letter. PolyGlycopleX (PGX) for Weight Loss. April 2010. 

      Pharmacist’s Letter. Raspberry ketone for Weight Loss. May 2012. 
Poirier P, Cornier MA, Mazzone T. Bariatric surgery and cardiovascular risk factors: A scientific statement from the American Heart Association (AHA).  
                 Circulation. 2011; DOI: 10.1161/CIR.0b013e3182149099. http://circ.ahajournals.org/cgi/reprint/123/15/1683  
Read J. Leighton, Shortell Stephen M.. Interactive Games to Promote Behavior Change in Prevention and Treatment. JAMA. 2011;305(16):1704-1705.  
Safe Use of Health Products for Weight Loss. Health Canada April 2007 http://www.hc-sc.gc.ca/iyh-vsv/med/weight-amaigr_e.html  
Savitz DA, Chan RL, Herring AH, et al. Caffeine and miscarriage risk. Epidemiology. 2008 Jan;19(1):55-62. There is little indication of possible harmful effects  
                 of caffeine on miscarriage risk within the range of coffee and caffeine consumption reported, with a suggested reporting bias among women with losses  
                 before the interview. 



                                                                                                                                                                                                                                                                    
Søvik TT, Aasheim ET, Taha O, Engstro¨m M, et al. Weight loss, cardiovascular risk factors, and quality of life after gastric bypass and duodenal switch. A  
                 randomized trial. Ann Intern Med. 2011;155: 281-91. 
Spring B, Schneider K, McFadden HG, et al. Multiple behavior changes in diet and activity: A randomized controlled trial using mobile technology.  
                 Arch Intern Med 2012; 172:789-796. 
Striano P, Zara F, Minetti C, Striano S. Chitosan may decrease serum valproate and increase the risk of seizure reappearance. BMJ. 2009 Sep 24;339:b3751. doi: 
                 10.1136/bmj.b3751.  

     Tirosh A et al. Adolescent BMI trajectory and risk of diabetes versus coronary disease. N Engl J Med 2011 Apr 7; 364:1315.   
     Vanherweghem JL, et al.  Rapidly progressive interstitial renal fibrosis in young women: association with slimming regimen including Chinese herbs. Lancet.  
                      1993 Feb 13;341(8842):387-91.  
     Villareal DT, Chode S, Parimi N, et al. Weight loss, exercise, or both and physical function in obese older adults. N Engl J Med 2011; 364: 1218-29.   
     Weng X, Odouli R, Li DK. Maternal caffeine consumption during pregnancy and the risk of miscarriage: a prospective cohort study. Am J Obstet Gynecol. 2008  
                       Jan 24; [Epub ahead of print] Our results demonstrated that high doses of caffeine intake during pregnancy increase the risk of miscarriage,  
                       independent of pregnancy-related symptoms. 
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American Thyroid Association (ATA) Guidelines Taskforce on Thyroid Nodules and Differentiated Thyroid Cancer, Cooper DS, Doherty GM, Haugen BR, Kloos RT, Lee SL, Mandel SJ, Mazzaferri EL, McIver B, Pacini F,  
         Schlumberger M, Sherman SI, Steward DL, Tuttle RM. Revised American Thyroid Association management guidelines for patients with thyroid nodules and differentiated thyroid cancer. Thyroid. 2009  
         Nov;19(11):1167-214.  
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Web Sites: 
 
Access information for patients with hypothyroidism prepared by the American College of Physicians. 
www.acponline.org/patients_families/diseases_conditions/hypothyroidism/  
 
Access information for patients with hypothyroidism prepared by the National Library of Medicine of the National Institutes of Health. 
www.nlm.nih.gov/medlineplus/ency/article/000353.htm  
 
Access information for patients with hypothyroidism prepared by the American Thyroid Association.  
www.thyroid.org/patients/patient_brochures/hypothyroidism.html  
 

American Thyroid Association. Questions and answers about potassium iodide (KI). http://www.thyroid.org/professionals/publications/statements/ki/02_04_09_ki_qa.html Accessed March 17, 2011.  

US Nuclear Regulatory Commission. Use of potassium iodide. Available at:  

http://www.nrc.gov/about-nrc/emerg-preparedness/about-emerg-preparedness/potassium-iodide-use.html Accessed March 17, 2011.  
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Cochrane reviews CD: 
• TNF-a for induction: data not combined.  One RCT indicates single infusion may induce remission. CDP571 may induce remission; no evidence for etanercept. Need longer f/u to assess SE such as TB & lymphoma. 
• MTX for induction: data not combined.  Evidence from a single large trial suggests benefit of MTX 25 mg IM weekly for induction of remission & complete withdrawal from steroids in refractory disease.  No 

evidence supports lower dose PO MTX. 
• CsA for induction: low dose PO CsA does not induce remission.  Higher PO or IV doses not adequately evaluated, but ↑risk SE such as nephrotoxicity.  One study found clinical improvement on unvalidated scale, 

but remission not assessed. 
• AZA and 6-MP effective for inducing remission (NNT=5); OR increases after 17 weeks of tx; NNT=3 for steroid sparing effect; NNT for SE=14. 
• Budesonide: superior to placebo for induction & superior to mesalamine; budesonide was inferior to prednisone/prednisolone, but fewer SE.  Note: in disease limited to ileum or ascending colon. 
• Natalizumab: superior to placebo for induction, but trials halted after 2 cases fatal progressive multifocal leukoencephalopathy in MS. 
• Corticosteroids superior to enteral nutrition therapy for induction. 
• 5-ASA not superior to placebo in maintaining remission in CD.     
• PO budesonide 6 mg/day not effective in maintaining remission. 
• Anti-tubercular tx for maintaining remission: may be effective when remission induced by corticosteroids combined with anti-TB tx; however, this is based on subgroup analyses of 2 trials with small numbers 
• Corticosteroids (maintenance): not effective and increased AE. 
• Probiotics (maintenance): Lactobacilli GC, E. coli strain Nissle 1917, VSL#3, Saccharomyces boulardii-all not effective, but may be due to small sample size 
• AZA (maintenance): effective NNT=7 for maintenance; NNT=3 for steroid sparing; NNH=19. 
 

Cochrane reviews UC: 
• 5-ASA superior to placebo to induce remission in UC & trended towards benefit over sulfasalazine (SSZ).  However, cost an issue, therefore SSZ generally preferred. 5-ASA has fewer SE than SSZ.  5-ASA not 

associated with male infertility, but SSZ is.  
• 5-ASA superior to placebo in maintaining remission for UC (NNT=6).  5-ASA NOT superior to SSZ (NNT= -19), indicating SSZ superior.  HOWEVER, many trials required tolerance of SSZ as part of inclusion 

criteria (Bergman 2006) 
• Transdermal nicotine superior to placebo for inducing remission in UC, however no benefit was seen when compared to standard therapy (oral prednisone or mesalamine).  More patients on transdermal nicotine 

withdrew due to AE then placebo or standard therapy. 
• Only 2 small trials identified for CsA; could not be pooled as major differences in design & patients involved.  Quick response rates in severe disease appear beneficial, but long-term effects unknown. 
• In moderate-severe, refractory disease, infliximab induces remission.  NNT=5 at 8 weeks (based on ACT studies alone) 
• Systematic review: Combination topical & oral 5ASA superior to oral 5ASA for induction of remission of mild-mod UC.  Intermittent topical 5ASA superior to oral for prevention of relapse of quiescent UC.Ford et al.   
 
Contributors and Reviewers: Dr. G. Bruce (SHR-Gastroent-Peds), Dr. L.J. Worobetz (SHR-Gastroent), Dr. P.C. Ganguli (SHR-Gastroent), Dr. P. Thomson (Winnipeg Health Sciences Centre – 
Pharmacy-GI) 
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Discontinued Drugs: Alosetron LOTRONEX (2000 -severe constipation & ischemic colitis) avail. in USA  special access 5HT3 antagonist.  Not avail. in Canada. 
 

Tegaserod  ZELNORM: Mar07- suspended due to CV ischemic events; but Apr08-FDA for Emergency IND situations only use in IBS-constipation & chronic idiopathic constipation in <55yr with no hx of heart problems. 6 mg po bid $160 (NNT=14) 5HT4 agonist Not avail in Canada.   
 
 

 
Notes: 
• Children with IBS or functional abdominal pain: probiotic Lactobacillus rhamnosus GG 3 billion colony forming units twice daily reduced # of pain episodes & pain intensity by ≥50% 

more in Tx vs Pl group (8wks; ave age 6).53 
• A high-fiber diet and increased frequency of bowel movements may not protect against diverticulosis.72 
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N&V EXTRAS:  
NHS – CKS: Nausea and Vomiting in Pregnancy - management: http://www.cks.library.nhs.uk/nausea_vomiting_in_pregnancy ;   NGC: ACCC Netherlands: http://www.guideline.gov/summary/summary.aspx?doc_id=11793  
CINV Guidelines:  1) MASCC:  http://www.mascc.org/content/1.html   ;    2) ASCO: http://www.asco.org/portal/site/ASCO/    
BWH-Overtreatment of PONV:  1) low doses of ondansetron, 1mg iv q6h, adequate ;  2) allow for onset, 30 minutes http://www.brighamandwomens.org/pharmacoepid/Research/EduMaterials/antiemetics3.05.04-web.pdf  
Other: Fosapreitant: Injectible form of EMEND, 150mg vial in Canada. 
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RA - EXTRAS 
Approach & Considerations for Drug Tx in RA 
• Initial: DMARD + NSAID +/‐ Corticosteroid for symptoms.  MTX often the DMARD of choice, however, HCQ is safer but suitable only for mild cases.   
‐NSAIDs now used primarily for bridging and pain management.   
‐Oral corticosteroids associated with complications, so use controversial.  Short courses &/or low doses for ≤2yrs sometimes used (↓ joint pain & systemic symptoms).  Intra‐articular injections useful & few AEs. 
‐Earlier combo DMARD or biologic tx warranted for those with high disease activity & poor prognositic factors. 
  {Features of poor prognosis include: functional limitation, extraarticular disease rheumatoid nodules, RA vasculitis, Felty’s syndrome, +’ve rheumatoid factor, anti‐cyclic citrullinated peptide antibodies, bony erosions radiographic.} 

• TNF inhibitors ‐ 1st line biologics after an inadequate response to a DMARD.  They are given +/‐ MTX (synergistic).  Note, infliximab given with MTX (not recommended  for monotherapy). 
  Initial TNF inhibitor choice: varies with clinician (often etanercept rapid onset, short t ½ or infliximab) 

Relative to other agents, TNF‐inhibitors may be  more effective in relieving symptoms & limiting joint destruction. They often also act more rapidly. 
AEs:   1) Injection site reactions (back pain, fever, urticaria, dyspnea, ↓BP): common with etanercept, golimumab, certolizumab, & adalimumab. 

  2) Cytopenia: uncommon, but can occur with any anti‐TNF tx. Monitor CBC. 
3) The potential for Serious Infections: (eg. bacterial sepsis, TB reactivated & disseminated, fungal, viral & opportunistic unusual eg. p. jiroveci) are important; screen for active infection, latent TB, etc.  
4) Malignancies (esp. lymphomas): reported but causality not established.  The condition of RA ↑ lymphoma risk on its own.  Avoid anti‐TNF tx in patients with recent ca. 
5) Other AEs: (rare) – CHF, reversible lupus‐like syndrome, demyelinating conditions eg. M.S. (avoid if hx), hepatoxicity (caution with infliximab). 

  If 1st TNF inhibitor is not effective, switching to a 2nd TNF inhibitor may be effective; however, many specialists will opt for a non‐TNF biologic for a different mechanism of action. 
• Non‐TNF Biologics – include rituximab co-admin with a DMARD; pre-treat to prevent infusion reaction, abatacept +/- a DMARD, tocilizumab may work in ≥2wks, AEs (many; severe  complications reported), anakinra less effective.  
• Aggressive early therapy with MTX &/or a biologic   longer remissions, less joint destruction & improved quality of life. 
• Combination Tx with 2‐3 DMARDs (or a DMARD + biologic): often more effective than monotherapy without more toxicity.   
  Triple DMARD Tx: MTX +SSZ + HCQ (+/- prednisone low-dose ≤7.5-10mg/day) effective.   MTX + Biologic more efficatious than either alone.   Combination of 2+ Biologics NOT recommended as ↑ toxicity! 
• Comorbidity & biologics ACR RA 2012:   1) Hepatitis    a) Hep C   potentially recommend etanercept;  
            b) Hep B: untreated chronic or treated chronic with Child‐Pugh class B or higher: avoid any biologic! 
        2) Malignancy    a) treated solid malignancy >5yrs or non‐melanoma skin ca >5ys ago – recommend any biologic;   
            b) treated solid malignancy <5yr or treated non‐melanoma skin ca within 5yr – recommend rituximab; 
            c) treated skin melanoma, & treated lymphoproliferative malignancy – recommend rituximab; 
        3) CHF     a) NYHA class III‐IV with ejection fraction ≤50%: avoid anti‐TNF biologics! 
 
Vaccinations: before DMARD or biologic, immunize for influenza, pneumococcal, hep‐B & HZV.  Live vaccines should not be given to patients on biologics (should be given ≥1 month prior to starting tx). 
 
Pain Management in RA:  
‐ Neuromodulators: Cochrane Review RCT, placebo controlled ‐ few trials, all short term (~2‐5 weeks) with high risk of bias (ie. Weak evidence) 
  1) Nefopam (ACUPAN): not in Canada; 5HT, NE & DA receptor blocking; NNT=2 for pain relief, offset by significant SE's 
  2) Topical capsaicin: reasonable add‐onn option; NNT=2‐3 for pain relief, offset by some burning at application site 
  3) Oromucosal cannabis: small reduction in pain, highly offset by SE's leading to withdrawal (NNH=3) including dizziness 26%, dry mouth 13% & lightheadedness (10%) 
  4) Lack of data for other agents included: anticonvulsants, ketamine, bupropion, methylphenidate 
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FDA Nov/09  & RockHard Laboratories notified consumers that RockHard Weekend, a product sold as a dietary supplement, contains sulfoaildenafil, an analogue of sildenafil. 
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                products tested from certain batches contain Sulfoaildenafil. 
FDA Mar/10 & Natural Wellness notified consumers that MasXtreme, a product sold as a dietary supplement contains aildenafil close in structure to sildenafil and is expected to possess a similar pharmacological and adverse event profile as well as the drug  
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              http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_02_e.html  
Health Canada May/06 is warning consumers not to use the product Nasutra because it has been found to contain the undeclared ingredient sildenafil (chemical name for Viagra) that could lead to serious health risks,  
              especially for patients with existing medical conditions such as heart problems, those who may be taking heart medications, or those who may be at risk for strokes. 
Health Canada Feb/07 is advising consumers not to use the following product listed in the table below due to concerns about possible side-effects. More info Power 58; Platinum Power 58; Ehanix; Jolex; Onyo; Deguozonghengtianxia because they  
              contained acetildenafil. Acetildenafil is an analogue of sildenafil, a prescription medication indicated for treatment of erectile dysfunction. 
Health Canada Mar/07 is warning consumers not to use the unauthorized natural health product XOX For Men, because it contains an undeclared pharmaceutical ingredient, tadalafil, an ingredient found in the prescription drug  
            Cialis.  The use of XOX For Men could pose serious health risks, especially for patients with existing medical conditions such as heart problems, those taking heart medication, or those at risk of stroke. 
Health Canada Mar/07 is warning consumers not to use the unauthorized product Vigorect Oral Gel Shooter, because it contains an undeclared drug substance tadalafil, which should only be available by prescription. 
Health Canada Apr/07 is warning consumers from the United States FDA found V.MAX and Rhino Max (Rhino V Max) to contain undeclared amounts of aminotadalafil, an analogue of tadalafil, used to treat erectile dysfunction.  
Health Canada May/07 is warning consumers Urat Madu capsules are marketed for the treatment of erectile dysfunction. The product is adulterated with sildenafil, a prescription drug that has been associated with serious side effects including sudden  
                vision loss, penile tissue damage and urinary tract infection. 
Health Canada May/07 is advising consumers that HS Joy of Love product is marketed as a dietary supplement and was found to contain piperadino vardenafil. 
Health Canada May/07 is advising consumers not to use 6 foreign health products due to concerns about possible side-effects: Power 58 Extra, Platinum Power 58 Extra, Enhanix New Extra Men's Formula, Valentino, King Power Oral Solution, and  
                  Stretch Up Capsules are marketed as treatments for erectile dysfunction. The products contain analogues of sildenafil and vardenafil, which are prescription drugs used for the treatment of erectile dysfunction. 
Health Canada June/07 is warning consumers not to use the product Encore Tabs for Men, because it contains an undeclared pharmaceutical ingredient similar to the approved drug tadalafil. 
Health Canada July/07 is warning consumers not to use Zencore Tabs, a product advertised as a dietary supplement for sexual enhancement, because it contains an undeclared pharmaceutical ingredient similar to the approved drug tadalafil. 
Health Canada July/07 & the US Food and Drug Administration (FDA) found Liviro3 to contain tadalafil, a prescription drug that should only be taken under the guidance of a health professional. 
Health Canada Aug/07 via Medsafe, the New Zealand health regulatory authority, advised the public not to use the products Darling Capsules, Dali Capsules, Spanish Fly Capsules, and an unnamed product, because they were found to contain sildenafil. 
Health Canada Aug/07 Consumers who use Excite for women or Ultimates for men may be at risk of serious side effects similar to those associated with sildenafil. 
Health Canada Sept/07 is advising consumers not to use Satis 60 Hours Ever Lasting Formula is used for the treatment of erectile dysfunction/sexual enhancement. It was found to contain piperidenafil an analogue of vardenafil.. True Man and  
                  Energy Max are used as sexual enhancement/ erectile dysfunction products and were found to contain an analogue of sildenafil or vardenafil. 
Health Canada Sept/07 is advising consumers not to use 5 foreign health products due to concerns about possible side-effects: Top Gun for Men Herbal Extracts has been found to contain a substance similar to tadalafil. Oyster Plus has been found to  
                  contain tadalafil. Deguozhanjiang contains sildenafil and tadalafil, prescription drugs used for the treatment of erectile dysfunction. Chongcaoliubian Jiaonang and Santi Scalper Penis Erection Capsule contain sildenafil.  
Health Canada Nov/07 is advising consumers not to use Axcil and Desirin, are promoted as natural sexual enhancement/ erectile dysfunction products. Consumers are warned not to use Axcil and Desirin because both products were found to contain the  
                   prescription drug sildenafil. 
Health Canada Mar/08 is warning consumers not to use ADAM, an unauthorized product that contains an undeclared pharmaceutical ingredient similar to the prescription drug sildenafil.  
Health Canada Mar/08 is warning consumers not to use Libidus, an unauthorized product promoted on the web site of the manufacturer for the treatment of erectile dysfunction.  
                                    The product may pose serious health risks, as it was found to contain the undeclared prescription drug sildenafil. 
 



 
Health Canada April//08 warns that Singapore's Health Sciences Authority (HSA) advised the public not to use the product Power 1 Walnut, because it was found to contain the prescription drugs sildenafil and glibenclamide 
Health Canada April//08 is advising consumers not to use 2 foreign health products, Aspire 36 and Aspire Lite, because they were found to contain undeclared  sildenafil analogues. 
Health Canada April/08 is warning consumers not to use Vigoureux, an unauthorized product promoted for the treatment of erectile dysfunction. The product may pose serious  
                                     health risks, as it was found to contain the prescription drug sildenafil 
Health Canada April/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: Tian Li was found to contain tadalafil and hydroxyhomosildenafil. Xian Zhi Wei II was found to contain sibutramine and  
                                     phenolphthalein, which are not meant for self-care and may cause serious side effects. 
Health Canada May/08 is advising consumers not to use vpxl No1 Dietary Supplement for Men was found to contain tadalafil 
Health Canada May/08 is warning consumers not to use Desire, an unauthorized product promoted to enhance male sexual performance as this product may pose serious health risks in certain patients. Lot 0070263 of the product was found to contain the  
                                     prescription drug phentolamine. 
Health Canada June/08 Nangen Zengzhangsu (may also be known as Nangen or Nangeng), Sanbianwan, Jiu Bian Wang, Tian Huang Gu Shen Dan, Zui Xian Dan Gong Shi Zi, and Power Up. The Hong Kong Department of Health has warned consumers  
                                      not to use these herbal/proprietary Chinese medicine products promoted for erectile dysfunction because they have been found to contain sildenafil and/or glibenclamide. 
Health Canada June/08 Zhong Hua Niu Bian. Zhong Hua Niu Bian is an herbal/proprietary Chinese medicine product promoted for erectile dysfunction. Singapore's Health Sciences Authority has warned against the use of this product because it has been  
                                      found to contain sildenafil, glibenclamide, tadalafil and sibutramine 
Health Canada July/08 Foreign Product Alerts: Super Shangai,Strong Testis, Shangai Ultra, Shangai Ultra X, Lady Shangai, Shangai Regular (also known as Shangai Chaojimengnan), Actra-Sx, An unknown product containing the plant Lycium  
                                      barbarum L., Adam Free, NaturalUp, Erextra, Yilishen, Blue Steel, Hero, & Naturalë Super Plus. These products have been found to contain sildenafil or an unapproved substance similar to sildenafil. 
Health Canada July/08 is advising consumers not to use foreign health products due to concerns about possible side-effects: Wodibo. Wodibo is promoted as an all-natural Chinese potency-enhancing product for the treatment of erectile dysfunction. The  
                                     Danish Medicines Agency has warned against the use of Wodibo because it was found to contain sildenafil and tadalafil, prescription drugs authorized for treatment of erectile dysfunction. Viril-Ity-Power (VIP) Tabs. The U.S. Food  
                                     and Drug Administration has warned consumers not to use Viril-Ity-Power (VIP) Tabs because it was found to contain an undeclared ingredient similar to the prescription drug sildenafil. 
Health Canada Aug/08 is warning consumers not to use Rize 2 The Occasion capsules (Rize2), an unauthorized product promoted for the treatment of erectile dysfunction, because it may pose serious health risks. Rize 2 contains an undeclared  
                                     pharmaceutical ingredient similar to the prescription drug sildenafil. 
Health Canada Aug/08 is advising consumers not to use 5 foreign health products due to concerns about possible side-effects: Oyster Extract Caps. The Hong Kong Department of Health has recalled Oyster Extract Caps because they were found to contain  
                                      an undeclared ingredient similar to the prescription drug sildenafil. Xiadafil VIP Tabs. At the request of the U.S. Food and Drug Administration, U.S. federal authorities seized all Xiadafil VIP Tabs sold in 8 tablet bottles (Lot  
                                      #6K029) and blister cards of 2 tablets (Lot #6K029-SEI) because they were found to contain an undeclared ingredient similar to the prescription drug sildenafil. Herb Vigour, Natural Vigour and China Vigour. The Netherlands  
                                     Health Care Inspectorate, the U.K. Medicines and Healthcare Products Regulatory Agency, and the Danish Medicines Agency has warned against the use of Herb Vigour, Natural Vigour and China Vigour because they were found to  
                                     contain undeclared pharmaceutical ingredients used for the treatment of erectile dysfunction that should only be taken under the supervision of a health care professional. 
Health Canada Aug/08 is advising consumers not to use 9 foreign health products due to concerns about possible side-effects: Armstrong Natural Herbal Supplement, Enhanix New Extra Men's Formula, Power 58 Extra, and Platinum Power 58  
                                     Extra were adulterated with tadalafil or unapproved substances with structures similar to tadalafil and vardenafil.  
Health Canada Sep/08 is advising consumers not to use 3 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned consumers not to buy or  use Lover Liquid Nutriment Herbal Supplement and  
                                     Onyo because they  were found to contain undeclared pharmaceutical ingredients. Lover  Liquid Nutriment Herbal Supplement was found to contain sildenafil while Onyo was found to contain sildenafil, as well as unapproved  
                                     substances with structures similar to sildenafil and vardenafil. The U.S. Food and Drug Administration warned consumers not to use the product Rose 4 Her because it was found to contain an undeclared ingredient similar to the  
                                     prescription drug sildenafil. 
Health Canada Sep/08 is advising consumers not to use 6 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned consumers not to buy or use Dr. Life or Chong Cao Ju  
                                    Wang because they were found to contain undeclared pharmaceutical ingredients.  Dr. Life contains an unauthorised substance similar in structure to tadalafil while Chong Cao Ju Wang contains sildenafil.   
Health Canada Oct/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: Swissmedic warned consumers not to buy or use the product Powertabs because it contains an  
                                 unauthorised substance similar in structure to sildenafil. The Hong Kong Department of Health warned consumers not to buy or use Sweet Energizer Vitality Candy because it was found to contain an  
                                 unauthorised substance similar in structure to tadalafil. 
Health Canada Oct/08 is warning consumers not to use Eros Fire, a product promoted to enhance sexual performance, as this product may pose serious health risks. The product was found to contain xanthoanthrafil (also  
                                 known as benzamidenafil), which is not indicated on the label. 
Health Canada Nov/08 is advising consumers not to use 5 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned consumers not to buy or use Lu Quan because it  
                                 contains undeclared glibenclamide and sildenafil. The Hong Kong Department of Health warned consumers not to buy or use Fat Killer, Carbohydrate Cut and Sugar-Carbohydrate Cut because they  
                                 contain sibutramine and an unauthorised substance similar in structure to sibutramine, and Zhuang Yao Gu Shen Capsule because it contains sildenafil. 
Health Canada Nov/08 is warning consumers not to use Firm Dose and Granite Rooster, two products promoted to enhance male sexual performance, as these products may pose serious health risks. Firm Dose was found to  
                                  contain an undeclared pharmaceutical ingredient similar to sildenafil, while the product Granite Rooster was found to contain an undeclared pharmaceutical ingredient similar to tadalafil. 
Health Canada Jan 2009 is advising consumers not to use 4 foreign products: Zhuang Tjar Gere because it contains the undeclared prescription drugs sildenafil & tadalafil, Zhixhue Capsules manufactured by Vital  
                                 Pharmaceutical Holdings Ltd. due to concerns of serious side- effects including liver dysfunction, Tonik Warisan Banjar because it contains undeclared dexamethasone & Healthily Slim because it 
                                 contains the undeclared prescription drug sibutramine. 
Health Canada Mar/09 Foreign Product Alerts:  68 Weight Loss Products; Best-life Fat Burning Capsules; Bevidan;Huiji Yin Chiao Chieh Tu Pien; Relacore 
                                        http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_fpa-ape_2009/index-eng.php  
Health Canada June/09 Foreign Product Alerts: Jia Yi Jian (undeclared sibutramine & tadalafil); Zencore Plus (undeclared benzamidenafil) & Zhong Guo Shen Fang (undeclared med like sildenafil). 
Health Canada July/09 is warning that the Singapore Health Sciences Authority (HSA) warned consumers to not buy or use XP Tongkat Ali Supreme after it was found to contain undeclared tadalafil. 
Health Canada Oct/09: Dynasty Worldwide Jinglida So Young Formula- The Singapore Health Sciences Authority (HSA) warned consumers to not buy or use since contained undeclared aminotadalafil.  
                                 STEAM lot#80214, 90260 -The U.S. FDA informed consumers of a voluntary manufacturer recall of two lots of STEAM after FDA testing found these lots to contain undeclared sulfoaildenafil (lot#  
                                 80214) & undeclared tadalafil (lot# 90260).   
                                 Syntrax Fyre (contained Yohimbine), Kam Yuen Brand Wan Ying Yang Gan Wan (contained sildenafil) - The Hong Kong Department of Health warned consumers not to buy or use these products.  
Health Canada Nov/09 is warning consumers not to use Herblex “Once More”since it was found to contain sildenafil. 
Health Canada Dec/09 is advising Canadians not to use certain Acai Berry products after a large number of shipments of adulterated products were stopped at the border.  The product names include:  Anti-Aging Acai Berry,  
                                 Guarana Blast, Brazillian Pure, Anti-aging Vital Rez V, Weight Loss VitalAcai, Dietary Supplement Acai Power Blast and Muscle Mass. These products advertised for anti-aging and weight loss  
                                  were found to contain undeclared sildenafil. 
Health Canada Dec/09 is advising consumers not to use the following foreign health products: 1. Power-Plus P: The Singapore Health Sciences Authority issued a recall notice for Power-Plus P (expiry date 03/03/2011) after it  
                                  was found to contain undeclared tadalafil. 2. Zeng Da Yan Shi Wan: The Hong Kong Department of Health warned consumers not to buy or use after it was found to contain undeclared sildenafil. 
Health Canada Jan/10 informs that Finish Food Safety Authority: Full Contact Max Potency contains thio-sildenafil and thio-homosildenafil; Singapore Health Sciences Authority: M-Action contains desmethylacetildenafil  
                                  and acetilacid. U.S. FDA: RockHard Weekend contains sulfoaildenafil. 
Health Canada Jan/10  is advising consumers not to use the unauthorized product “Stiff Nights” after the U.S Food and Drug Administration (FDA) found that this product contains an undeclared substance similar to the  
                                  prescription drug sildenafil. 
 



 
Health Canada Feb/10: 2H & 2D- Hong Kong Department of Health (HKDH) warned consumers not to buy or use 2H & 2Dafter it was found to contain undeclared tadalafil. Products distributed by Atlas Operations Inc. The  
                                  FDA informed consumers of a voluntary recall by Atlas Operations Inc. of certain lots of some products that were found to contain undeclared sulfoaildenafil, which is an unauthorized substance similar to  
                                  sildenafil. STRO Emperor Capsules The Irish Medicines Board warned consumers not to buy or use STRO Emperor Capsules after it was found to contain undeclared tadalafil.  
Health Canada Mar/10 is warning Canadians that an unapproved health product, POWER-MAX that contains sildenafil. 
Health Canada May/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Man Power The Hong Kong Department of Health warned consumers not to  
                                  buy or use Man Power product after it was found to contain undeclared tadalafil.   
Health Canada June/10 is warning Canadians that the unauthorized health products ”Vigofit“ and ”Once More,” which are promoted to enhance male sexual performance, have been seized by Health Canada inspectors from 
                                  retail stores in Abbotsford and Surrey, British Columbia. These two products contain sildenafil. 
Health Canada July/10 is advising consumers not to use the following foreign health product(s) due to concerns about possible adverse reactions: 1. Stud Capsule For Men The U.S. FDA informed consumers of a voluntary  
                                  recall of one lot (Lot #060607-01/060108-01 Exp 6-2013) after it was found to contain undeclared Sildenafil.  
Health Canada July/10 is advising Canadians about “UP Ultimate Performance for Men”, an unauthorized health product containing undeclared sildenafil. 
Health Canada July/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1 Body Beautiful The Hong Kong Department of Health warned consumers not  
                                  to buy or consume 1. Atlas Operations Inc. expands its U.S. recall of over 30 sexual enhancement supplements The U.S. FDA informed consumers of an expanded recall of certain lots of products after  
                                  some were found to contain undeclared sulfoaildenafil. The products are being voluntarily recalled nationwide in the U.S. by the company Atlas Operations Inc. 2. Stallion, SZM Formula for Men,  
                                  Tomcat Ali and Volcanic New Zealand’s Medsafe warned consumers not to buy or use these four products after they were found to contain undeclared tadalafil. 3. Vitalex for men and Vitalex for  
                                  women The  U.S. FDA informed consumers that the Vitalexproducts were found to contain acetildenafil, which is an unauthorized substance similar to sildenafil. 
Health Canada Aug/10 is advising Magic Power Coffee The U.S. FDA warned consumers not to buy or use Magic Power Coffee after it was found to contain undeclared hydroxythiohomosildenafil.  
Health Canada Aug/10: “SeXXX DRIVE”, promoted as a herbal supplement to enhance male sexual performance, was tested by Health Canada and found to contain undeclared hydroxyhomosildenafil. 
Health Canada Aug/10 has seized the unauthorized sexual enhancement supplements “Male Enhancement ExtenZe” and “Women ExtenZe” imported and sold by the Happy Paradise Adult Store in Burnaby, British  
                                  Columbia. The labels of each of these unauthorized products list the prescription ingredient pregnenolone and the controlled drug, DHEA dehydroepiandrosterone). The labels of the unauthorized "Male  
                                  Enhancement ExtenZe Nutritional Supplements" list the ingredient yohimbe extract (bark). 
Health Canada Sep/10 E.O.D. Erection on Demand” being promoted as a herbal to enhance male sexual performance, the product was tested by Health Canada and found to contain tadalafil. 
Health Canada Sep/10 is advising consumers not to use : 1. Golden aryuru, Baisheng wei ge, Zhonghua niubian, Ten ka dai 1 bou, Kuai gan bei zeng chao yue zi wo (Happy felling doubly increase [sic]), Ling tou lang,  
                                 SkyFruit, Chu bi ho ken, Jinbolang, Suika Koso, Lov, I ka ou (2009 nen sin hoso) and/or I ka ou (saisinsui shutsu hoso) The Japanese Ministry of Health, Labour and Welfare warned consumers not to  
                                 buy or use the 12 products listed above because they were found to contain undeclared sildenafil and/or other unauthorized substances similar to sildenafil that may pose similar health risks (norhongdenafil,  
                                 acetil acid, and tioqinapiperifil).   2. Vialipro The U.S. FDA informed consumers of a recall of certain lots of Vialipro after FDA tests found product samples to contain undeclared sulfoaildenafil, which is  
                                 an unauthorized substance similar to sildenafil and may pose similar health risks. 

       Health Canada Nov/10 Amana Care Seven Slim Herbal Capsules: The Israel Ministry of Health informed consumers that it found the product Amana Care Seven Slim  Herbal Capsules to contain undeclared sibutramine and  
                                        residue of sildenafil.  

Health Canada Nov/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. MasXtreme  contains undeclared aminotadalafil while the other (#911035)  
                                 contains undeclared aildenafil and phentolamine 2. Mr. Magic Male Enhancer from Don Wands contained hydroxythiohomosildenafil and sulfoaildenafil 3. So Hard for Men - Pulse8 for Women - The  
                                 Rock - Tonic 66 contained the undeclared pharmaceutical substances tadalafil, sildenafil, and/or hydroxyhomosildenafil 4. TimeOut contained undeclared hydroxythiohomosildenafil. 
Health Canada Nov/10  “Fat Burner No. 1” (labelled in Chinese characters translated as “Qian Mei Yin Zi”, an unauthorized Chinese herbal weight loss medicine, is being voluntarily recalled by Ying Tai TCM Supplying Ltd. after Health Canada lab tests  
                                      revealed the product contains two pharmaceutical ingredients: a chemical similar to sibutramine (N,N- didesmethylsibutramine), and sildenafil. 
Health Canada Dec/10 “Durazest” and “Once More”: Certain lots of two male sex enhancement products recalled as they may pose serious health risks.  Certain lots (listed below) of two health products promoted for male sexual enhancement, “Durazest  
                                     for Men” and “Once More,” have been voluntarily recalled by Natural Performance Products Ltd.  Health Canada laboratory tests identified the presence of a chemical similar to tadalafil (nortadalafil) in one lot of each product. 
Health Canada Dec/10 is informing Canadians that NorthRegentRx has begun to voluntarily recall its product, ResurreXX from the Canadian market. NorthRegentRx is requesting that wholesalers, distributors and retailers stop  
                                sale of this product since contained an undeclared substance "hydroxyhomosildenafil". 
Health Canada Dec/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Shaguar, Signature Signergy, VIGRX (green capsule), VIGRX (white capsule), VigRx, VigRX Plus New  
                                     Zealand’s MedSafe warned consumers to not buy or use these products after they were found to contain undeclared sildenafil, hydroxyhomosildenafil, thiosildenafil, and/or tadalafil.  . 
Health Canada Feb/11 is advising consumers not to use the following foreign health products promoted for sexual enhancement due to the presence of unauthorized substances (PDE5 derivatives eg. sildenafil): 1. Aziffa, Erex,  
                                Eyeful, Hard Drive, Libidinal, Maxyte, Mojo, Monster Excyte, OMG, OMG45, Prolatis, Red Magic, Size Matters, Stiff Nights, Straight Up, Verect, WOW, Xaitrex, Xytamax, Zilex (with Golden  
                                Spear), Zotrex 2. Prolatis’ Duro Extend Capsules For Men  3. Tiger King  4. Vigor-25, Man Up Now 
Health Canada Feb/11 is advising consumers not to use the following foreign health product RockHard Weekend (lots 100159 and 100260 sold as blister packs, 3-count bottles and 8-count bottles)  The U.S. FDA informed  
                                 consumers of a nationwide voluntary recall of certain lots (see above) of RockHard Weekend and Pandora after lab tests confirmed the products contain an unauthorized substance similar to sildenafil.   
Health Canada Mar/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Nite Rider Maximum Sexual Enhancer for Men - STUD Capsule for Men: The U.S. FDA informed  
                                      consumers of a company recall of these products after they were found to contain undeclared sildenafil. 
Health Canada May/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Gold Seagull Long Zhi Wan, Venergy The Hong Kong Department of Health advised consumers not to buy  
                                      or use these products after Gold Seagull Long Zhi Wan was found to contain undeclared glibenclamide, while Venergy was found to contain undeclared sildenafil.  2. Rock Hard Extreme, Passion Coffee  The U.S. FDA advised  
                                      consumers not to buy or use these products after they were found to contain undeclared sulfoaildenafil, which is an unauthorized substance similar to sildenafil and may pose similar health risks. 
Health Canada July/11 ”Man Up Now” Removed From Sale at Delta and Surrey Stores: May Pose Serious Health Risks to Canadians, was removed from sale at “O! Behave” retail stores in Delta and Surrey, B.C. after Health Canada’s testing identified  
                                     undeclared sildenafil. 
Health Canada July/11 is advising Canadians that we have updated our list of unauthorized health products. These products were also removed from sale at Male and Female Harmony retail stores in Richmond and Burnaby,  
                                B.C., along with the Happy Paradise Adult Store in Burnaby. {Sildenafil: in BAOLONG Switzerland Rolex 168 Prolong Time, BAOLONG Yilishen, Black Gold, Herbal Viagra, "Jin Chong Chao –  
                               Golden Cordyceps", Lubiangaowansu, MAGNA-RX, MAXMAN II capsules, Shenrong dabuwan, Traditional Chinese Medicine Viagra, V100, VIGER, VigRX for Men, VINIX capsules, Wolf,  
                              "XiongBaTian", Zang Gong Mi Lian Nan Bao} & Zeng Bei Jiu Zhan-Tadalafil. 
Health Canada July/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Black Ant  The U.S. Food and Drug Administration warned consumers to  
                               immediately stop using Black Ant after it was found to contain undeclared sildenafil at an amount three times the starting dosage for the approved prescription drug product. 2. Natural Vigra VIAGRA  
                              Tablets and Satibo Capsules  The Australian Therapeutic Goods Administration (TGA) advised consumers to stop using Natural Vigra VIAGRA Tablets after it was found to contain undeclared sildenafil,  
                               and Satibo Capsules after it was found to contain undeclared tadalafil and hydroxyhomosildenafil.  3. X-Hero and Male Enhancer The U.S. Food and Drug Administration informed consumers of a  
                               voluntary recall after X-Hero was found to contain undeclared sulfosildenafil while Male Enhancer was found to contain undeclared tadalafil. 
Health Canada July/11 is advising Canadians that we have updated our list of unauthorized health products to include a new product, Tibet Babao, which was found to contain undeclared sildenafil, a prescription erectile  
 



 
                               dysfunction drug. This product and several others have been removed from sale at the Happy Paradise Adult Store in Burnaby, B.C. 
Health Canada Aug/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Pink Lady for Women Capsules, St Nirvana Herbal Slimming Capsules  
                              The Australian TGA warned consumers not to use these products after Pink Lady for Women Capsules was found to contain undeclared tadalafil while St Nirvana Herbal Slimming Capsules was found to  
                              contain undeclared sibutramine and phenolphthalein. According to the TGA advisories, these products are sold over the Internet.  
Health Canada Oct/11 is advising Canadians not to use these foreign health products as they may pose a health risk. SXL Sexcellence sachets- The Australian Therapeutic Goods Administration warned that this sexual  
                              enhancement product contains an unauthorized drug (sulfosildenafil).  
Health Canada Nov/11 is advising Canadians not to use these foreign health products as they may pose a health risk. 1. Maxidus capsules, Chao Jimengnan SuperPowerful Man tablets, Fu Yuan Chun capsules, and Qing  
                              Tian Zhu tablets  The Australian Therapeutic Goods Administration warned that these sexual enhancement products contain prescription drugs (sildenafil, tadalafil) and/or unauthorized drugs  
                              (sulfohydroxyhomosildenafil, sulfosildenafil). 
Health Canada Nov/11: An unauthorized health product, “Stiff One Hard 169” is being voluntarily recalled from the Canadian market after Health Canada’s testing identified an undeclared prescription medication in the  
                               product (thiodimethylsildenafil, an undeclared substance similar to the prescription medication sildenafil). 
Health Canada Dec/11 is advising "Yanshiwang", "Jin Kong Fu" and "Chong Cao She Bian Zhuang Yang Dan". These products were removed from sale at Male and Female Harmony retail stores in Richmond and Burnaby,  
                               B.C., along with the Happy Paradise Adult Store in Burnaby. These contained sildenafil. 
Health Canada Jan/12 advises: 1. Get Stiff, Maxi Mize New Zealand’s Medsafe warned that these sexual enhancement products contain prescription drugs (tadalafil, vardenafil, yohimbine) and/or unauthorized drugs  
                               (hydroxyhomosildenafil, hydroxythiohomosildenafil).  2. Ying Da Wang tablets  The Australian Therapeutic Goods Administration warned that this sexual enhancement product contains sildenafil.   
Health Canada seized a variety of Stiff4Ever and PurePillz products from The Love Shop retail outlets located in Ontario. These products are unauthorized drugs and are considered potentially dangerous to the health and  
                                 safety of Canadians. Health Canada tested the Stiff4Ever products, advertised as male sexual stimulants, and identified sildenafil. The labels of the PurePillz products (see below) state that they contain BZP  
                                 and TFMPP. 
Health Canada  Mar/12 Power-X” has been removed from a Canadian retail location after Health Canada’s testing identified undeclared thiodimethylsildenafil which is similar to the prescription medication sildenafil. 
Health Canada May/12: Unauthorized health products, “X-Rock”, “Kaboom” and “One For Her” have been removed from sale from various retail outlets in British Columbia and Saskatchewan. Health Canada’s testing  
                                 identified undeclared prescription drugs sildenafil and tadalafil, and an undeclared substance, hydroxythiohomosildenafil, which is similar to sildenafil. 
Health Canada May/12  1. AdvanceMen capsules; Miraculous Evil Root tablets  The Australian Therapeutic Goods Administration warned that these sexual enhancement products contain either a prescription drug  
                                 (sildenafil) or an unauthorized drug (sulfoaildenafil).  
Health Canada June/12  1. African Black Ant; France T253; Hard Ten Days; Man King; Stree Overlord : The U.S. Food and Drug Administration warned that these sexual enhancement products contain prescription drugs  
                                 (sildenafil. One product also contains tadalafil).  2. RegenArouse; RegenErect: The U.S. Food and Drug Administration informed of a recall because these sexual enhancement products contain a  
                                 prescription drug (tadalafil).  3. Mince Belle; Everlax; Ever Slim; Ever Slim Shake Mix (Strawberry); Ever Slim Shake Mix (Chocolate); Acai-Man Mangosteen Herbal Drink; Perfect Men: The 
                                 U.S. Food and Drug Administration informed of a recall because these weight loss and sexual enhancement products contain prescription drugs (sibutramine or tadalafil).   
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Jena, Anupam B. Goldman, Dana P. Kamdar, Amee et al. Sexually Transmitted Diseases Among Users of Erectile Dysfunction Drugs: Analysis of Claims Data. Ann Intern Med July 6, 2010 153:1-7; doi:10.1059/0003-4819-153-1-201007060-00003 
Kao SL, Chan CL, Tan B, Lim CC, Dalan R, Gardner D, Pratt E, Lee M, Lee KO. An unusual outbreak of hypoglycemia. N Engl J Med. 2009 Feb 12;360(7):734-6. No abstract available. Hypoglycaemia outbreak linked to contamination of illegal  
                    sexual-enhancement drugs with glyburide. 
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Kloner RA. Pharmacology and Drug Interaction Effects of the Phosphodiesterase 5 Inhibitors: Focus on alpha-Blocker Interactions. Am J Cardiol. 2005 Dec 26;96(12 Suppl 2):42-6. Epub 2005 Dec 5.  
Köhler TS, Kim J, Feia K, et al.  Prevalence of androgen deficiency in men with erectile dysfunction. Urology. 2008 Apr;71(4):693-7. Epub 2008 Mar 3. Androgen deficiency was quite common in men presenting with ED and correlated  
                   significantly with age, uncontrolled diabetes, hypercholesteremia, and anemia. Although additional prospective studies evaluating the effect of testosterone supplementation in this population are needed, clinicians, including urologists, should be keenly aware of the large  
                    overlap of patients with ED who might also have the entity, androgen deficiency in the aging male. 
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                 Prelox, contains pine bark extract and the amino acid L-arginine aspartate; was given as two tablets of Prelox twice daily. 
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Ma RC, So WY, Yang X, et al.Erectile dysfunction predicts coronary heart disease in type 2 diabetes.J Am Coll Cardiol. 2008 May 27;51(21):2045-50. 
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McLaughlin VV, Archer SL, Badesch DB, et al.; ACCF/AHA. ACCF/AHA 2009 expert consensus document on pulmonary hypertension: a report of the American College of Cardiology Foundation Task 
              Force on Expert Consensus Documents and the American Heart Association: developed in collaboration with the American College of Chest Physicians, American Thoracic Society, Inc., and the Pulmonary  
              Hypertension Association. Circulation. 2009 Apr 28;119(16):2250-94. Epub 2009 Mar 30. Review. Erratum in: Circulation. 2009 Jul 14;120(2):e13.  
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Melnik T, Soares B, Nasselo A. Psychosocial interventions for erectile dysfunction. Cochrane Database Syst Rev. 2007 Jul 18;(3):CD004825. There was evidence that group psychotherapy may improve erectile function. Treatment response varied between patient  
                 subgroups, but focused sex-group therapy showed greater efficacy than control group (no treatment). In a meta-analysis that compared group therapy plus sildenafil citrate versus sildenafil, men randomised to receive group therapy plus sildenafil showed significant  
                 improvement of successful intercourse, and were less likely than those receiving only sildenafil to drop out. Group psychotherapy also significantly improved ED compared to sildenafil citrate alone. Regarding the effectiveness of psychosocial interventions for the treatment of  
                ED compared to local injection, vacuum devices and other psychosocial techniques, no differences were found. 
MHRA Feb/12 has received advice from AGES PharmMed in Austria and the Danish Medicines Agency, warning that these unlicensed products have been tested and found to contain Tadalafil and/or Sildenafil:  
              AH Free/Reflexit, Stree Overlord, Man King, VigRX, Maxman, Maxman III, Viriya, & Imbiza for Men.  
Min JK, Williams KA, Okwuosa TM, et al. Prediction of coronary heart disease by erectile dysfunction in men referred for nuclear stress testing. Arch Intern Med 2006; 166:201-206.  
 



 
Mittleman MA, Maclure M, Glasser DB. Evaluation of acute risk for myocardial infarction in men treated with sildenafil citrate. Am J Cardiol. 2005 Aug 1;96(3):443-6.  
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Padma-Nathan H, Yeager JL. An integrated analysis of alprostadil topical cream for the treatment of erectile dysfunction in 1732 patients. Urology. 2006 Aug;68(2):386-91.  
Park K, Ku JH, Kim SW, Paick JS. Risk factors in predicting a poor response to sildenafil citrate in elderly men with erectile dysfunction. BJU Int. 2005 Feb;95(3):366-70.  
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              dysfunction were common 5 years following radical prostatectomy in this large, community based cohort of prostate cancer survivors. While a small minority of subjects experienced changes in urinary or sexual  
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Pryor JL, et al.; Dapoxetine Study Group. Efficacy and tolerability of dapoxetine in treatment of premature ejaculation: an integrated analysis of two double-blind, randomised controlled trials. Lancet. 2006 Sep  
            9;368(9539):929-37. (InfoPOEMs: In this study, dapoxetine (an investigational new short-acting selective serotonin reuptake inhibitor) taken 1 to 3 hours before sexual activity delayed ejaculation in men with moderate- 
            to-severe premature ejaculation. The net improvement due to medication was less than 2 minutes compared with baseline, but patients and partners were satisfied with this small amount of improvement. (LOE = 2b) )  
Qaseem A., Snow V., Denberg T. D., et al and for the Clinical Efficacy Assessment Subcommittee of the American College of Physicians. Hormonal Testing and Pharmacologic Treatment of Erectile Dysfunction: A  
           Clinical Practice Guideline From the American College of Physicians. Ann Intern Med 2009; 60520-151.  
               Recommendation 1: The American College of Physicians recommends that clinicians initiate therapy with a PDE-5 inhibitor in men who seek treatment for erectile dysfunction and who do not have a contraindication to PDE-5 inhibitor use (Grade: strong recommendation; high-quality evidence).  
              Recommendation 2: The American College of Physicians recommends that clinicians base the choice of a specific PDE-5 inhibitor on the individual preferences of men with erectile dysfunction, including ease of use, cost of medication, and adverse effects profile (Grade: weak recommendation; low-quality evidence).  
              Recommendation 3: The American College of Physicians does not recommend for or against routine use of hormonal blood tests or hormonal treatment in the management of patients with erectile dysfunction (Grade: insufficient evidence to determine net benefits and harms).  
Raina R, Pahlajani G, Agarwal A, Zippe CD.  The early use of transurethral alprostadil after radical prostatectomy potentially facilitates an earlier return of erectile function and successful sexual activity. BJU Int. 2007  
            Dec;100(6):1317-21. Epub 2007 Sep 11. Initiating MUSE shortly after RP is safe and tolerable, and appears to shorten the recovery time to reagin erectile function. 
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Reffelmann T, Kloner RA. Pharmacotherapy of erectile dysfunction: focus on cardiovascular safety. Expert Opin Drug Saf. 2005 May;4(3):531-40.  
Roizenblatt S, et al. A double-blind, placebo-controlled, crossover study of sildenafil in obstructive sleep apnea. Arch Intern Med. 2006 Sep 18;166(16):1763-7. In patients with severe obstructive sleep apnea, a single 50-mg  
               dose of sildenafil at bedtime worsens respiratory and desaturation events. 
Rosen R, et al.; Vardenafil Study Site Investigators. Efficacy and tolerability of vardenafil in men with mild depression and erectile dysfunction: the depression-related improvement with vardenafil for erectile response study. 
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Saigal CS, Wessells H, Pace J, et al. Predictors and prevalence of erectile dysfunction in a racially diverse population. Arch Intern Med 2006; 166:207-212.  
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Sharma RK, Prasad N, Gupta A, Kapoor R. Treatment of erectile dysfunction with sildenafil citrate in renal allograft recipients: a randomized, double-blind, placebo-controlled, crossover trial. Am J Kidney Dis. 2006  
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Sheets NC, Goldin GH, Meyer AM, et al. Intensity-modulated radiation therapy, proton therapy, or conformal radiation therapy and morbidity and disease control in localized prostate cancer.  
                JAMA. 2012 Apr 18;307(15):1611-20.  (more erectile dysfunction) 
Simonneau G, Rubin LJ, Galiè N, et al. PACES Study Group. Addition of sildenafil to long-term intravenous epoprostenol therapy in patients with pulmonary arterial hypertension: a randomized trial. Ann Intern Med. 2008  
               Oct 21;149(8):521-30. Summary for patients in: Ann Intern Med. 2008 Oct 21;149(8):I-38. 
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Tsertsvadze A, Yazdi F, Fink HA, et al. Oral Sildenafil Citrate (Viagra) for Erectile Dysfunction: A Systematic Review and Meta-analysis of Harms. Urology. 2009 Jul 8. [Epub ahead of print]  
                 Oral PDE-5 inhibitors improved erectile functioning and had similar efficacy and safety profiles. Results on the efficacy of hormonal treatments and the value of hormone testing in men with ED were inconclusive. 
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Wilkins MR, Paul GA, Strange JW, et al. Sildenafil versus endothelin receptor antagonist for pulmonary hypertension (SERAPH) study. Am J Respir Crit Care Med 2005;171:1292-97. (InfoPOEMs: Is sildenafil (Viagra) more  
              effective than bosentan (Tracleer) in patients with class III pulmonary hypertension? In this small study, sildenafil and bosentan had similar effects on patients with moderately severe pulmonary hypertension. (LOE = 1b) ) 
Wirostko BM, Tressler C, Hwang LJ et al. Ocular safety of sildenafil citrate when administered chronically for pulmonary arterial hypertension: results from phase III, randomised, double masked, placebo controlled trial and  
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Reviewers: Dr. K. Knox (SHR Rehabilitation), C Bell (UofS-SDIS), A Kuntz (SK Health), M Jin (PharmD, Hamilton), & the RxFiles Advisory Committee. 
 
Extras: 
in Europe dapoxetine Priligy has official indication for Premature Ejaculation 
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1) ACs, Other: propantheline -less effective & ↑ SE than flavoxate & oxybutynin. 11 NICE states not to use1; Adult: 7.5mg tid, 7.5-30mg 3-5x/day, 60mg qid; Geriatric: 7.5mg tid; Peds: 7.5-15mg q4-6h;  
2) Adrenoreceptor agonists (phenylpropanolamine predominantly studied but use extended to ephedrine, pseudoephedrine): studied for SUI. But cardiac arrhythmias & HTN outweigh benefits 31.  
3) Belladonna & opium suppositories-used to relieve pain of uretal spasms & pain associated with bladder tenesmus that can occur post-op32. Some report use in nocturnal diuresis11 

      dicyclomine -insufficient data to recommend over other agents, dose 20-40mg qid.11 
4) Flavoxate: Not used for OAB currently1 but may be used in discomfort associated with BPH. Efficacy might be comparable to propantheline according to older, short-term studies11.  
      Dose: Adult: 100-200mg tid-qid. May reduce dose with Sx improvement. One trial found 1200mg to be superior to 600mg/day. May be effective in children from 6-12 y/o experiencing nocturnal  
      enuresis (33% vs 17% response in placebo)11. Pediatrics > 12y/o: 100-200mg tid-qid. May reduce dose with Sx improvement11. 
5) Phenazopyridine11: used strictly as a urinary analgesic. The necessity of this medication would suggest pathology different from UI. Dose: Adult: 200mg tid after meals. If renal GFR > 50ml/min 200mg q8-16h.  Avoid if    
    GFR < 50ml/min.  Geriatrics: ↑risk of accumulation & toxicity. SE: discolor urine 
6) Propiverine 53: tertiary amine with anticholinergic & calcium channel antagonist activity; has active metabolites; dose: 15mg IR bid or 30mg ER daily; available United Kingdom 2006. 

   

Oxybutynin (Oxy) vs Tolterodine in OAB 
• OBJECT: Oxy ER 10mg daily vs Tolt IR 2mg BID; 12 week; k & l; Oxy ER slightly more effective (e.g. Total incontinence episodes/wk: NNT=45); no difference in overall AEs (dry mouth, CNS effects).52 
• OPERA: Oxy ER 10mg vs Tolt ER 4mg daily; 12 week; l only with severe symptoms; Oxy ER somewhat more effective (e.g. 23 vs 16.8% no UI; NNT=16); but also more dry mouth (Any 29.7% vs 22.3%; NNH=13; mod-severe 7.4% vs 5.0% , NS).50 
• ACET: Oxy ER 5 or 10mg vs Tolt ER 2 or 4mg daily; 8 week; k & l; Tolt 4mg more effective than Oxy 10  70 vs 60% improvement; but lower doses efficacy still ~60% &  less dry mouth but similar for Tolt 4 vs Oxy 5 ; open label trial & subjective assessments subject to bias.51 
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Other Urinary Incontinence Patient Resources:  
• Bladder Retraining: http://www.fmpe.org/en/documents/doc_aids/UI-Patient-Handout-4.pdf ; or  http://www.fmpe.org/en/documents/handouts/handout_ui_retraining.pdf 
• Pelvic Muscle Exercises (Kegel Exercises): http://www.fmpe.org/en/documents/doc_aids/UI-Patient-Handout-3.pdf  
• Voiding Diary: http://www.fmpe.org/en/documents/doc_aids/UI-Patient-Handout-2.pdf  
• Patient Information - Urinary Incontinence: http://www.fmpe.org/en/documents/doc_aids/UI-Patient-Handout-1.pdf  
• CFPC: www.cfpc.ca/English/cfpc/programs/patient%20education/urinary%20incontinence 
• American (ACOG): www.acog.com/publications/patient_education/bp081.cfm 
 



 
 

Vaccine Extras / Q&As  - RxFiles.ca -
 

1) Breaking the “cold chain” 
Canadian Guidelines: Refrigerated vaccines should be stored between +2°C and +8°C.  
Frozen vaccines should be stored at -15°C or colder.  Store light sensitive vaccines away 
from light.  Follow manufacturer recommendations for storage & transport.  Administration 
requires someone trained to give im/sc injections. 

 

Fridges:   
-Fridge used should be dedicated to the storage of vaccines only.   
-**Use of bar fridges for vaccine storage is the leading cause of cold chain breaks in Canada.  Bar fridges are 

not recommended for the purpose of storing vaccines.   
- Keeping temperature of fridge stable (2-8° C):  Avoid opening refrigerator door unnecessarily, store containers of 

water in refrigerators, or ice packs in the freezer  
NEVER store vaccines in the vegetable bin section of the refrigerator.  Ideal storage location for vaccine:  In the middle 

compartment, away from floor, coils, walls, and venting for the freezer or cold air. 
-Temperature of the compartments of the refrigerator where the vaccine is stored should be checked and logged at 

least twice a day.  Fridge temperatures outside of the 2 to 8 degree C range must be reported immediately to obtain 
recommendation on the stability of the affected product.   

- Fridge temperature recording logs should be retained for 2 years. 
- Min-Max thermometer batteries should be routinely changed twice a year: December 1 and June 1 and the date of 

changing noted on the device. 
 

Transporting Refrigerated Vaccines:  Avoid breaking the cold chain 
1) Transport vaccines in insulated containers at all times.  Hard sided plastic insulated containers, or Styrofoam 

containers with walls at least 2 inch thick walls should be used.  Icepacks should be placed inside the transport 
container to maintain the cold chain. To prevent freezing the vaccine should never be placed directly onto an ice pack.  
Instead an insulating barrier (i.e. bubble wrap, Styrofoam peanuts) should be placed between vaccine and ice pack. 

2) Make sure vaccine is never placed in trunk of vehicle, or in direct contact with sunlight.  Also the vaccine should 
not be placed in line with the air from the vehicles heater or air conditioner.  Vaccine should never be left in a 
vehicle unattended.   

3) If a break in the cold chain identified prior to administration of the vaccine, contact your local public health 
authority about the appropriate course of action.  While waiting for a decision, ensure that the vaccine is stored in 
appropriate cold chain conditions.  The vaccine should not be administered until a decision has been reached.  

4) If a break in the cold chain is identified after administration of the vaccine, contact your local public health 
authority.  The type of vaccine, duration and temperature of the exposure will be taken into account in order to 
determine the course of action. Serological testing or revaccination may be suggested. 

 

Further information: available from the Public Health Agency of Canada’s Website. References:   
1) Vaccine Storage and Handling Guidelines.  Pharmacists letter/Prescriber’s letter.  May 2008-Volume 24-Number 240517. 
2) Canadian Immunization Guide 2006. 
3) National Vaccine Storage and Handling Guidelines for immunization providers (2007).  Public Health Agency of Canada.  http://www.phac-

aspc.gc.ca/publicat/2007/nvshglp-ldemv/index-eng.php (Good link for additional information); Other:  http://www.vaccineinformation.org/;   
  

 

2) Anaphylaxis Management with vaccine administration: 
1) Patients should be kept under supervision for 15 minutes (JE-VAX: 30 minutes) following administration. 
2) In order to treat anaphylaxis perform the following steps (note steps a-d should be performed rapidly or 

simultaneously, however the priority is to complete step a): 
a) Promptly administer 0.01 mL/kg (maximum 0.5 mL) of aqueous epinephrine 1:1000 by 

intramuscular (or subcutaneous) injection in the opposite limb  to that in which the 
vaccination was given (or the vastus lateralis).  Prompt administration is essential. 

b) Call for an ambulance 
c) Place the patient in a recumbent position, and elevate their feet. 
d) If necessary, establish an oral airway. 
e) Patients with severe reactions such as cyanosis, dyspnea, should be given oxygen if it is available.  

Pulse oximetry can be used to monitor if available. 
f) If the vaccine was administered subcutaneously, an additional dose of 0.005 mL/kg (maximum 0.3 mL) 

of aqueous epinephrine 1:1000, can be injected into the vaccination site to slow down absorption.  
This should be done shortly after administration of the first dose of epinephrine in moderate to severe 
cases, and generally should not be repeated.  Local injection of epinephrine into an intramuscular 
vaccination site is contraindicated, as it speeds up absorption of the vaccine. 

g) A dose of diphenhydramine hydrochloride (Benadryl®) can be given as an adjunct to epinephrine.  The 
oral route of diphenhydramine is preferred for conscious patients who are not seriously ill (as the 
intramuscular injection is painful).  Oral dose: 1-2 mg/kg to a maximum single dose of 50 mg. 

h) An inhaled β-agonist should be considered if there is a bronchospasm resistant to an adequate dose of 
epinephrine (e.g., nebulized salbutamol 2.5-5.0 mg in 3 mL of saline or 1 puff per 3 kg to a maximum 
of 10 puffs by metered dose inhalers).  

i) Vital signs should be monitored continuously. 
j) Patient should be transported to emergency department for long term monitoring. 

Epinephrine dosing can be repeated twice at 5-minute intervals if necessary, for a total of three doses.  The 
limb in which the vaccination was given should be avoided. A different limb is preferred for each dose to 
maximize drug absorption.  

3)  Breastfeeding and Vaccinations:  Immunizations for actively breastfeeding women are considered safe, with 
the exception of smallpox vaccine and yellow fever, by both the CDC and the American academy of pediatrics.  
Breastfeeding does not appear to influence the maternal immune response.  Vaccines do not appear to affect 
the safety of breast milk for infants.10,11

 

 

 

See www.RxFiles.ca for more information on our  

academic detailing service, newsletters, charts &  

RxFiles Drug Comparison Charts – 8th Ed. book.
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Anti-inflammatory properties of topical antifungal preparations: 
It is difficult to determine the anti-inflammatory effects of topical antifungals in humans as the majority of studies are completed as in vitro studies or in animal models.  Some studies compared  
antifungal drugs alone to a combination of antifungal plus steroid combination and had similar efficacies in treatment. A small study (n=20) assessed and compared in vivo anti-inflammatory effects of 
terbinafine, ciclopirox, ketoconazole and other antifungals (econazole, oxiconazole- not commonly used in Canada) with hydrocortisone 2.5%.  This study looked at the ability to decrease erythema due 
to UVB exposure which is thought to mimic the response in dermatophyte infections. It did not study the effects in an actual dermatophyte–induced inflammatory reaction. Terbinafine, ciclopirox, and 
ketoconazole all demonstrated anti-inflammatory effects.  Terbinafine and ciclopirox exhibited statistically significant difference in erythema when compared to control than ketoconazole, econazole, 
oxiconazole, and hydrocortisone.  Ketoconazole exhibited intermediate anti-inflammatory effects.  May consider use of these antifungals if there is an inflammatory component to the fungal infection.   
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Extras:  
 
�AOM: Prophylactic tx no longer recommended 
�Conjunctivitis: 85% viral in adults. Suggest antibiotics if there's no improvement within 5 days or sooner (if the school or daycare requires treatment to come back). Handwashing important to help prevent spread. Bacterial 

infections are infectious for 24-48 hours after ABX initiation, viral are infectious until the eye clears. Consider washing contact case and replacing contacts if disposable, replace bottle of eye drops if any are used (eg glaucoma). 
Bacterial=Purulent discharge, swelling of the eye, and a burning sensation, usually persisting throughout the day, red or pink colour of the eye and pts often complain of waking up with eyes “glued shut”. Red flag sx: a great deal of 
discomfort and pain, changes in vision, nausea, vomiting, or severe headache, eyelid edema, severe, continuous, copious, purulent discharge or whose symptoms have persisted for longer than 72 hours should be examined by a 
medical practitioner. A mild, watery discharge, with itching associated with a concurrent upper respiratory infection signals viral-if only one eye affected, other eye becomes involved in half of the cases. Corticosteroid eyedrops may 
quickly relieve symptoms, but should be avoided as they can worsen or mask accompanying conditions such as herpetic keratitis.  
�Impetigo: [Retapamulin Altargo topical USA: for impetigo if resistance] 
�Pharyngitis: Fusobacterium necrophorum just as common as GAS (~10%) in ages 15-24 and can cause Lemierre syndrome, a life-threatening condition. ABX tx can shorten symptom duration by ~16 hours. 
STI 
�EPT or Expedited Partner Treatment : a practice where a second prescription is given for chlamydia or gonorrhea, often to the index patient, for the partner 
�External Genital Warts (EGW) - adult: caused by human papilloma virus (HPV) especially types 6 & 11; Tx  options : 1) Imiquimod 5% cream Apply HS 3x/week; 2) Podofilox 0.5% soln Apply BID x3 days, then no tx x4 days; repeat 

cycle up to 3x.; 3) Cryotherapy Physician to apply liquid nitrogen q1-2 weeks for maximum 8 weeks; 4)Podophyline 10-25% resin in tincture of benzoin Apply small amount, allow to dry, repeat weekly if necessary (may wash resin off after 1-4hrs application;   
      5) Trichloroacetic acid 80-90% in 70% alcohol Apply small amount to warts, allow to dry, repeat weekly if necessary (5% EMLA cream pre-application may be used to ↓ burning;  6) Laser tx;  7) Surgical removal. 
�Follow-up testing for Chlamydia & gonorrhea: retesting recommended at 3 months after tx. 
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Extras 
Combos to Avoid: Early virologic failure: abacavir + lamivudine (or emtricitabine) + tenofovir ; didanosine + lamivudine (or emtricitabine) + tenofovir; didanosine + tenofovir + NNRTI;  
 didanosine + emtricitabine(lamivudine) + atazanavir; Caution:  emtricitabine(or lamivudine) + tenofovir + nevirapine 69 (early virologic failure in small clinical trials; ARTEN 70 trial: may be okay) 
          ↑SE: Didanosine + stavudine (peripheral neuropthy, pancreatitis & lactic acidosis);  ATV + IDV ↑bilirubin; 2 NNRTI regimen                     Antagonism: stavudine + zidovudine  
 

 Oral contraceptives + non-ritonavir boosted atazanavir (may ↑ hormone levels; use lowest dose OC)71 or indinavir (will maintain hormone levels) 
 

{Refractory large volume diarrhea, HIV related: octreotide (50-500mcg sc tid)$$$ }72,73 
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Extras: 
1) Clinical Decision Rule for Point of Care Testing of Influenza Patients:  fever (2 points), myalgia (2 points), symptoms <48hrs (1 point), chills/sweats (1 point).  0‐2points = 8%; 3 points = 30%; 4‐6 points = 59%.  
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WEBSITES & Updates: 
Update: Influenza Activity --- United States, September 28--November 29, 2008 
During September 28--November 29, 2008, influenza activity remained low in the United States. Of the few influenza viruses characterized thus far this season, most are 
antigenically related to the strains included in the 2008--09 influenza vaccine. Oseltamivir-resistant influenza A (H1N1) viruses have been detected, but currently available data are 
insufficient to predict their prevalence for the 2008--09 season. This report summarizes U.S. influenza activity* since the last update (1) and reviews new influenza vaccine 
recommendations for the current season. During September 28--November 29, 2008, approximately 150 World Health Organization (WHO) and National Respiratory and Enteric 
Virus Surveillance System collaborating laboratories in the United States tested 24,657 respiratory specimens for influenza viruses; 365 (1.5%) were positive (Figure 1). Of these, 282 



 
                                                                                                                                                                                                                                                                                                    
(77.3%) were influenza A viruses, and 83 (22.7%) were influenza B viruses. One hundred twenty-eight (45.4%) of the 282 influenza A viruses were subtyped; 112 (87.5%) of these 
were influenza A (H1) viruses, and 16 (12.5%) were influenza A (H3) viruses. Influenza-positive tests have been reported from 26 states in eight of the nine surveillance regions since 
September 28.  
Enhanced surveillance for oseltamivir-resistant viruses is ongoing at CDC. Alternatives for antiviral treatment in the context of widely circulating oseltamivir-resistant viruses have 
been suggested. These treatment options, which might include preferential use of zanamivir or therapy with a combination of antivirals for certain patients, have been outlined in the 
ACIP 2008 influenza recommendations.†† Currently, the neuraminidase inhibitors oseltamivir and zanamivir remain the recommended medications for treatment and 
chemoprophylaxis of influenza.  Clinicians should remain alert for changes in recommendations that might occur as the 2008--09 influenza season progresses. Recommendations 
regarding the use of antiviral medications might be revised if surveillance data indicate a substantial and widespread increase in the prevalence of oseltamivir-resistant influenza 
viruses in the United States. http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5749a3.htm?s_cid=mm5749a3_e  

 
CDC Flu Update: 

http://www.cdc.gov/flu/  

http://www.cdc.gov/flu/about/season/index.htm  

Public Health Agency of Canada- FluWatch: 

http://www.phac-aspc.gc.ca/fluwatch/  
 

Swine Flue Outbreak – 2009 (Mexico & worldwide extension) 
http://www.who.int/mediacentre/news/statements/2009/h1n1_20090427/en/index.html  
http://www.cdc.gov/swineflu/  



©  www.RxFiles.ca – Malaria Prophylaxis Extras:  
 

Primaquine 26.3mg tab ( = 15mg base)  
 

Terminal prophylaxis: effective against P. vivax 
& P. ovale. Used for pts that have had long exposure 
to malaria endemic areas (>8wks)36. Not required for 
travel to Haiti or the Dominican Republic as of July06 2.   
• Chloroquine/doxycycline/mefloquine prophylaxis: 

primaquine taken in conjunction with the last 2 wks of post-
exposure prophylaxis, but may be taken immediately after. 

• Atovaquone/proguanil prophylaxis: primaquine is taken 
during atovaquone/ proguanil post-exposure prophylaxis &  
then for an additional 7-14 days after. 

Pediatric Dosing age >9yrs for prevention; any age for tx 

 Prophylaxis: 0.5 mg(base)/kg/day  
 Terminal Prophylaxis: 0.5 mg/kg/day x14d 
Adult Dosing 
 Prophylaxis: 52.6 mg (30 mg base) OD  $ 9 
 Terminal Proph.: 30 mg base/d x 14d     $9 
 

For prophylaxis: begin 1-2d prior to entering 
MRZ, continue during stay, & 1 wk after leaving  
 

 

Comments 
 

Second-line for chloroquine resistant areas  
 85- 95% effective against P. falciparum & P. vivax  
 Only therapy to prevent relapse from P. 
vivax & P.ovale due to dormant hypnozoites in liver 
(relapse may occur within 5 years of exposure) 

CI: G6PD deficiency/favism, pregnancy,rh. arthritis, lupus
SE: Well tolerated. GI upset; Take with food. 
Missed Dose: Take next dose ASAP. However, if it is 
almost time for your next dose, skip the missed dose & 
go back to your regular dosing schedule. Do not double 
doses. Take with food; not grapefruit juice 

 

Drug Treatment of Malaria: Tx will vary depending on species of malaria.  For severe: (IV quinine or artensunate) + (Atovaquone/proguanil or doxycycline or clindamycin) 
 

  Other Investigational Drugs:  IV artesunate: investigational in the USA for treatement of severe malaria. {May be accessed in Canada through the Canadian Malarial 
Network.  It is an alternative to quinine with less side effects, although limited long term experience with potential side effects from recurrent use.} 

 
{Recent historical resistance trends: {choroquine sensitive areas:  travel to Caribbean including Haiti and rural areas of Dominican Republic; travelers visiting resort areas not 
generally at risk; travel to Central America except Panama, Mexico, Argentina; parts of China / Middle east; geographic risk and resistance trends change over time.} 

Approximate malaria risk (1 month stay without chemoprophylaxis): (source: CCDR 2000 Malaria Recommendations, p.3) 
-  Oceania (Papua New Guinea, Irian Jaya, Solomon Islands, and Vanuatu)  1:30 or higher 
- Sub-Saharan Africa      1:50 
- Indian Subcontinent      1:250 
- Southeast Asia      1:1000 
- South America      1:2,500 
- Central America      1:10,000 
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Primaquine eradicates latent parasites in the liver. 
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Hydroxychloroquine PLAQUENIL,g  
     200mg tab   
 {Not used very often! Licensed for malaria in USA} 
 

Second-line: chloroquine sensitive malaria      
 P L

  
   - Only in chloroquine-sensitive P. falciparum malaria prevention 
{Opthalmological exam periodically if used weekly low dose 
long term; risk very low in first 5yrs; if >5yrs (BMJ,CDC), or high risk ( ACP)}. 

Pediatric:  5 mg base/kg weekly 
(200 mg tab = 155 mg base) 
(Do not exceed adult dose) 
 

• Adult: 400 mg weekly 
 

Begin 2 wks prior to entering 
MRZ, continue during stay & 
8 wks after leaving MRZ 

19 

• Caution: pts with hepatic failure, G6PD deficiency, pre-
existing auditory damage; psoriasis, prophyria  
{Pregnancy: considered safe} {May have lower retinal risk than chloroquine.} 

• SE:  N/V/D(↓ by giving with food or milk), pruritus, 
fatigue, seizures, headache & dizziness.  Uncommon: 
alopecia, hair depigmentation, skin eruptions & seizures. 

• DI: antacids, cimetidine, digoxin (increase dig level) 
 

• Vaccine Interaction17: Assume same as chloroquine 
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Pneumonia-Specific Severity  
of Illness Scoring System 

Prediction Model for Identification 
 of Patient Risk for Person with  

COMMUNITY-ACQUIRED PNEUMONIA (CAP) 
Pneumonia Severity Index (PSI) Algorithm 

Patient’s Characteristics Points 
Assigned 

Your Pt 

DEMOGRAPHIC FACTOR 
   Age, yr 

  

      Male (age)  
      Female (age-10)  
   Nursing home resident +10  
COMORBID ILLNESS   
   Neoplastic disease +30  
   Liver disease +20  
   Congestive heart failure +10  
   Cerebrovascular disease +10  
   Renal disease +10  
PHYSICAL EXAMINATION FINDING   
   Altered mental status +20  
   Respiratory rate>30/min +20  
   Systolic BP<90 mm Hg +20  
   Temperature<35ºC or>40ºC +15  
   Pulse>125/min +10  
LABORATORY FINDING   
   pH<7.35 +30  
   BUN>10.7 mmol/L +20  
   Sodium<130 mmol/L +20  
   Glucose>13.9 mmol/L +10  
   Hematocrit<30% +10  
   PO2<60mm Hg2 or O2 sat <90% +10  
   Pleural effusion +10  

    Total Score  

Stratification of Risk Score 
Score ≤90: send home; score ≥91: admit to hospital 
(possible short-course admission of those with 71-90 points) 

Risk Risk Class Based on Algorithm Mortality 
 I 0 total points ~0.1% 

Low II ≤70 total points ~0.6% 
 III 71-90 total points ~0.9-2.8%

Moderate IV 91-130 total points ~9% 

 
 
             Yes 
  No 
 
 
 
 
 
 
           Yes 
    
      
  No 
 
 
 
 
 
 
 
 
             Yes 
 

  No 

High V >130 total points ~28% 
 

Is the patient > 50 years  of age? 

Does the patient have a history  
of any of the following comorbid          
conditions?                                             
     Neoplastic disease   
    Congestive heart failure 
    Cerebrovascular disease                   
    Renal disease 
    Liver disease 

Does the patient have any of the  
following abnormalities on physical 
examination? 
   Altered mental status 
   Pulse ≥ 125/bpm 
   Respiratory rate ≥ 30 breaths/min 
   Systolic blood pressure < 90 mm Hg 
   Temperature < 35ºC or ≥ 40ºC 

Assign patient to Risk Class I 

Assign patient 
to risk class 

II-V based on 
prediction 

model scoring 
system 

This model may be used as a guide in conjunction with clinical judgement in the  
decision on the most appropriate site of care for patients with CAP. 
Adapted from:  1. Fine MJ et al.  A prediction rule to identify low risk patients with CAP. N Engl J Med 
1997;336:243-50.   2. Mandell LA et al.  Canadian guidelines for initial management of community acquired 
pneumonia.  Clin Infec Dis 2000;31:383-421.  3. Bartlett JG et al. Practice guidelines for the management 
of community acquired pneumonia in adults.  Clin Infec Dis 2000; 31: 347-82. 4. Lim WS, et al. Defining 
community acquired pneumonia severity on presentation to hospital: an international derivation and 
validation study. Thorax. 2003 May;58(5):377-82. (Kollef KE, et al. The modified APACHE II Score 
outperforms  CURB65 Pneumonia Severity Score as a predictor of 30day mortality in MRSA pneumonia. 
Chest. 2007 Oct 20).   PSI:        http://pda.ahrq.gov/clinic/psi/psicalc.asp  
                                      CURB-65: http://www.mdcalc.com/curb-65-severity-score-community-acquired-pneumonia 
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CURB-65 
 

   1 point for Any of:                Point   
-Confusion *    1 CURB-65 
-Urea >7mmol/l    1 Score:           0-1                  2                   3 or more 
-Respiratory rate ≥30/min  1   Group 1    Group 2     Group 3 
-Blood pressure (SBP <90 or DBP≤60 1 Mortality @30days: Low  Intermediate High  
-Age ≥65years   1   <2%  ~9%  >19% 
                    Treatment options: Outpatient   Inpatient or Inpatient; 
       Total=    if support  hospital supervised     or  
                                                                                                                                                                  outpatient                   ICU esp. if CURB-65 score=  4 or 5 
* defined as a Mental Test Score of 8 or less, or new disorientation in person, place or time. 
This scoring does not take into account comorbidities or extent of the pneumonia. (The CRB-65 is another version which does not incorporate the Urea into the score). 

Above may underestimate risk in young otherwise healthy pts.  May overestimate 
dx severity in elderly. Does not consider for example COPD, HIV or social factors. 

Option #2: 

Pneumonia 
Risk Score 
Option #1: SMART-COP 

 -an ICU intensive respiratory or vasopressor support (IRVS)    
  prediction score when CAP is confirmed on X-ray. 

                                                                Point
   

-low Systolic BP  <90 mmHg  2
 -Multilobar chest Xray involvement 1
 -low Albumin level <3.5g/dl  *                       1  

-high Respiratory rate (age adjusted)              1 
           -If age ≤ 50yr then ≥ 25 breaths/min 
           -If age > 50yr then ≥ 30 breaths/min 
-Tachycardia   ≥ 125 beats/min                       1 
-Confusion (new onset)                                   1  
-poor Oxygenation  (age adjusted)                  2              

Age ≤ 50yr > 50yr 
PaO2 * < 70 mmHg <60 mmHg 
Or O2 satruation ≤ 93% ≤ 90 % 
Or (if on O2) 
PaO2 / FiO2 * 

< 333 <250 

-low arterial pH  < 7.35 *                                2 
                                               Total Score= 

Interpretation: (This is not a predictor of mortality) 
0-2 Points      Low risk of needing IRVS 
3-4 Points      Moderate risk (1 in 8) of needing IRVS 
5-6 Points      High risk (1 in 3) of needing IRVS  
≥7  Points      Very high risk (2 in 3) of needing IRVS 
 
* For primary care doctors, results for albumin, arterial  
   pH, & PaO2 can be overlooked & the following  
   interpretation can be used:  

                      
0 Points         Very low risk of needing IRVS 
1 Point           Low risk (1 in 20) of needing IRVS 
2 Points         Moderate risk (1 in 10) of needing IRVS  
3 Points         High risk (1 in 6) of needing IRVS  
≥4  Points      High risk (1 in 3) of needing IRVS 

 
 (Adapted from Charles et al. Used with permission.) 
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DRUGS FOR URINARY TRACT INFECTIONS (UTI)             Prepared by: Loren Regier    ©  www.RxFiles.ca    Feb/10 
 
1. Highlights 

Acute uncomplicated cystitis in otherwise healthy  
• Short course - 3 day therapy – suitable for cotrimoxazole ($10), trimethoprim & fluoroquinolones (~$20) 
• Nitrofurantoin (e.g. Macrobid) –  a minimum of 5-7 days treatment is recommended. 

Fluoroquinolones have excellent activity against most urinary pathogens; however concern that overuse is leading to  
 increasing antimicrobial resistance.  Preserve them for those who really need them!  

Asymptomatic bacteriuria in the institutionalized elderly is common.  However, antimicrobial treatment offers no 
benefit and increases the prevalence of resistant bacteria.  Don’t culture asymptomatic residents. 

 
  2. Oral Antimicrobials for Urinary Tract Infections 
 

Trimethoprim/Sulfamethoxazole  or Cotrimoxazole (SMX/TMP)     {Alternately consider monotherapy with Trimethoprim} 
Coverage E. coli, P. mirabilis,. K. pneumonia, S. aureus 
Adverse effects diarrhea, rash, hematologic abnormalities (rare); (May use trimethoprim alone in sulpha allergic patients) 

    (other less common effects: blood dyscrasias, diarrhea, pancreatitis, nephrotoxicity, urolithiasis, hepatotoxicity, hypersensitivity reactions, skin  
    rash, toxic epidermal necrolysis & Stevens-Johnson syndrome. In patients with AIDS, cotrimoxazole produces an increased incidence of  
    toxicity including a syndrome of fever, malaise, nausea and headache. Cotrimoxazole is also associated with disulfiram-like reactions. ) 

Drug interactions 
 

cyclosporine ↑cyclosp levels & ↑nephrotoxicity, digoxin ↑dig levels, methotrexate ↑MTX toxicity, metronidazole disulfiram reaction,  
   phenytoin ↑phenytoin toxicity, sulfonylureas ↑hypoglycemic effect,  warfarin ↑warf effect 

Comments resistance is a problem especially in recurrent UTI; average reported resistance in SK is ~15%, however,  
  higher in some institutional situations.   Other antibiotics should be used when resistance ≥20%.   

maintain hydration 
  
Nitrofurantoin {Macrobid 100mg BID: well tolerated and convenient} 

Coverage E. coli. K. pneumonia, S. aureus, Enterococcus faecalis;   (not proteus, pseudomonas) 
Adverse effects rash, GI upset, increased LFTs; (other less common effects: pneumonitis and other pulmonary reactions, eosinophilia,  

   hemolytic anemia, leukopenia, agranulocytosis, methemoglobinemia, peripheral neuropathy, pseudotumor cerebri, pseudomembranous  
   colitis, nausea, vomiting, pancreatitis, parotitis, hepatitis, systemic lupus erythematosus and cutaneous and allergic reactions) 

Drug Interactions Mg++ antacids ↓absorption, norfloxacin ↓norfloxacin effect; Food ↑’s absorption 
Comments maintains excellent activity against E. coli, Enterococci, & Staph  

avoid in renal dysfunction (CrCl <40-60ml/min);  limited tissue penetration; not useful in complicated UTI 
  
Ciprofloxacin {Alternately, norfloxacin & levofloxacin; not moxifloxacin as lower concentration in urine} 

Coverage E. coli, P. mirabilis,. K. pneumonia, P. aeruginosa, +/- S. aureus  (very broad coverage & effective agent) 
Adverse effects headache, GI upset; (Other less common effects: CNS side effects, including seizures; increases in transaminases and in some 

   cases severe and fatal hepatitis have developed. Additionally, hematuria and anaphylactic reactions have been described) 
Drug Interactions 
 

antacids ↓absorption; may use a PPI / H2-antagonist; clozapine, glyburide↑hypoglycemia, iron↓ cipro absorption, metoprolol↑metop level, 
   phenytoin↑↓pheny levels, theophylline↑theoph toxicity, warfarin↑warf effect, zinc↓cipro absorption; 1A2 substrates inhibited by   
   ciprofloxacin & levofloxacin ∴ ↑ effect of olanzapine, haloperidol, imipramine, cyclobenzaprine, fluvoxamine, zolmitriptan… 

Comments other fluoroquinolones also effective; pseudomonal coverage with ciprofloxacin & norfloxacin. 
lower doses suitable for uncomplicated UTI; higher doses for complicated UTI & pyelonephritis 

  
Amoxicillin/Clavulinic Acid  (Amox/Clav) 

Coverage E. coli, P. mirabilis, K. pneumonia, S. aureus, Enterococcus faecalis 
Adverse effects rash, GI upset (diarrhea, more with q8h dosing~25% formulations than with q12h formulations ~10%) 

(Other less common effects: eosinophilia, leukopenia and thrombocytosis; superinfections resulting in candidal vaginitis and 
pseudomembranous colitis may occur. Caution in patients with a sensitivity to penicillin.) 

Drug Interactions oral contraceptives↓contraceptive effect, methotrexate↓MTX clearance & ↑toxicity; Lab: false +’ve Coomb’s test 
Comments good coverage for more resistant organisms including enterococcus. 
  

Fosfomycin - single dose 
Comments (D/C 2010) usually less effective than SMX/TMP , esp for S. saprophiticus; however E. Coli resistance uncommon 

Note: other beta-lactams (amoxicillin, 1st gen cephalosporins) are alternatives although generally less effective clinically than SMX/TMP. 
 

3. Urban Outpatient Susceptibility Patterns (SK) – local susceptibility variation should be considered 
C&S results reflect patients with recurrent/more complicated infections as these patients getting are cultured most frequently 
Frequency & susceptibility of pathogens found vary depending on inpatient vs outpatient and complicating factors 
Probable organisms: Acute Cystitis E. coli, S. saprophyticus;                   Complicated UTI  E. coli, Enterococci, Klebsiella, Proteus, P. aeruginosa 

                              Pyelonephritis E. coli, Klebsiella, Enterobacter, Proteus mirabillis;     Prostatitis  E. coli, Gm –ve bacilli, Staph, enterococcus 
E. coli (most common uropathogen): ≥83-87% S to SMX/TMP;   ≥99% S to NTF;   ≥94% S to Cipr; ≥82% S to Amox/Clav 
Enterococcus:  Resistant to SMX/TMP                       ≥99% S to NTF;   ≥74% S to Cipr;    ≥98% S to Amp    

References: 1. Anti-infective Review Panel. Anti-infective Guidelines for Community-acquired infections 2012, Toronto, ON (Canada).  1.  Sanford Guide to Antimicrobial Therapy 2011. 
3. Bugs and Drugs,  www.dobugsneeddrugs.org.  4. Micromedex 2011 drug database.   5. Walker S, et al. Why are antibiotics prescribed for asymtomatic bacteriuria in institutionalized elderly people? 
CMAJ 2000;163:273-7. 6. Nicolle L. Empirical treatment of acute cystitis in women. Int J Antimicrob Agents 2003;22:1-6.  7. Lummus W, Thompson I. Prostatitis. Emerg Med Clin N America 
2001;19:691-707. 8. Warren J, et al. Guidelines for antimicrobial therapy of uncomplicated acute bacterial cystitis and acute pyelonephritis in women.  Clin Infect Dis 1999;29:745-58.   9. Miller L, 
Treatment of Uncomplicated Urinary Tract Infections in an Era of Increasing antimicrobial Resistance.  Mayo Clin Proc 2004;79:1048-1054. 10. Sask. resistance data from 2004 Antibiograms – 
Saskatoon (SHR) & Regina (RQHR). 11. McConnell JD, et al. The Long-Term Effect of Doxazosin, Finasteride, and Combination Therapy on the Clinical Progression of Benign Prostatic Hyperplasia. 
N Engl J Med. 2003 Dec 18;349(25):2387-2398. 12. Vogel T, et al. Optimal duration of antibiotic therapy for uncomplicated urinary tract infection in older women: a double-blind randomized 
controlled trial. CMAJ. 2004 Feb 17;170(4):469-73. 



 

 

URINARY TRACT INFECTIONS (UTI), ADULT – TREATMENT OPTIONS 
Additional sources: 
13. Nicolle LE, Bradley S, Colgan R, Rice JC, et al.; Infectious Diseases Society of America; American Society of Nephrology; American Geriatric Society. Infectious  
                  Diseases Society of America guidelines for the diagnosis and treatment of asymptomatic bacteriuria in  
                  adults. Clin Infect Dis. 2005 Mar 1;40(5):643-54. Epub 2005 Feb 4. (Colgan R, et al. Asymptomatic bacteriuria in adults. Am Fam Physician.  
                                                      2006 Sep 15;74(6):985-90. Women who are pregnant should be screened for asymptomatic bacteriuria in the first trimester and treated, if positive. Treating asymptomatic bacteriuria in patients with  
                                                      diabetes, older persons, patients with or without indwelling catheters, or patients with spinal cord injuries has not been found to improve outcomes.) 
                  US Preventive Services Task Force. Screening for asymptomatic bacteriuria in adults: U.S. Preventive Services Task Force reaffirmation recommendation statement. Ann Intern Med. 2008 Jul  
                                                      1;149(1):43-7. Summary for patients in: Ann Intern Med. 2008 Jul 1;149(1):I37. Screen for asymptomatic bacteriuria with urine culture in pregnant women at 12 to 16 weeks' gestation or at the first  
                                                      prenatal visit, if later. (Grade A recommendation.) Do not screen for asymptomatic bacteriuria in men and nonpregnant women. (Grade D recommendation.). 
                                                      Hooton TM, Bradley SF, Cardenas DD, et al. Diagnosis, prevention, and treatment of catheter-associated urinary tract infection in adults: 2009 International Clinical Practice Guidelines from the  
                                                      Infectious Diseases Society of America (IDSA). Clin Infect Dis. 2010 Mar 1;50(5):625-63. 
 
 
AAP-American Academy of Pediatrics. Urinary Tract Infection: Clinical Practice Guideline for the Diagnosis and Management of the Initial UTI in Febrile Infants and 
                   Children 2 to 24 Months. Pediatrics. 2011 Aug 28.  
Alper BS, Curry SH. Urinary tract infection in children. Am Fam Physician. 2005 Dec 15;72(12):2483-8.  
American College of Obstetricians & Gynecologists. ACOG Bulletin #91: Treatment of urinary tract infections in nonpregnant women. Obstet Gynecol.2008 Mar;111(3):785-94. 
Anti-infective Review Panel. Anti-infective Guidelines for Community-acquired Infections. Canadian - New-2012.  Toronto: MUMS Guideline Clearinghouse.    
                     http://www.mumshealth.com/ 
Antoniou T, Gomes T, Mamdani MM, et al. Trimethoprim-sulfamethoxazole induced hyperkalaemia in elderly patients receiving spironolactone: nested case-control study. BMJ.  
                   2011 Sep 12;343:d5228.  
Auer S, Wojna A, Hell M. Oral treatment options for ambulatory patients with urinary tract infections caused by extended-spectrum-beta-lactamase-producing Escherichia coli.  
                   Antimicrob Agents Chemother. 2010 Sep;54(9):4006-8. (options: fosfomycin, nitrofurantoin & pivmecillinam) 
Bains A, Buna D, Hoag N. A retrospective review assessing the efficacy and safety of nitrofurantoin in renal impairment. Can Pharm J 2009;142:248-252. 
Barbosa-Cesnik C, Brown MB, Buxton M, et al. Cranberry juice fails to prevent recurrent urinary tract infection: results from a randomized placebo-controlled trial. Clin Infect Dis.  
                   2011 Jan;52(1):23-30.  
Beerepoot MA, Ter Riet G, Nys S, et al. Cranberries vs Antibiotics to Prevent Urinary Tract Infections: A Randomized Double-blind Noninferiority Trial in Premenopausal Women.  
                   Arch Intern Med. 2011 Jul 25;171(14):1270-8.   
Bocquet N, Sergent Alaoui A, Jais JP, et al. Randomized Trial of Oral Versus Sequential IV/Oral Antibiotic for Acute Pyelonephritis in Children. Pediatrics. 2012 Jan 30.  
Brady PW, Conway PH, Goudie A. Length of intravenous antibiotic therapy and treatment failure in infants with urinary tract infections. Pediatrics. 2010 Aug;126(2):196-203.  
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                  Investigators. Antibiotic prophylaxis and recurrent urinary tract infection in children. N Engl J Med. 2009 Oct 29;361(18):1748-59. Antibiotic prophylaxis reduces the likelihood of subsequent urinary tract infection  
                                (UTI; number needed to treat [NNT] = 16 for 1 year). However, subsequent infections are more likely to be caused by resistant organisms, and prophylaxis is not effective if the index infection was caused by a resistant organism. (LOE = 1b) 
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Dai B, Liu Y, Jia J, et al. Long-term antibiotics for the prevention of recurrent urinary tract infection in children: a systematic review and meta-analysis. Arch Dis Child. 2010  
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Treatment of Low Back Pain 21, 22 

Red Flags (assessment considerations): 
�pain when recumbent 
�saddle anesthesia 
�pseudoclaudication 
�age >55y or <20 
�recent UTI 
�trauma (major 
�pain persisting >1mo 

Tx Guidelines: 
�symptomatic relief can be accomplished with OTC medication and/or spinal manipulation 
�during acute phase, bed rest >4 days may further debilitate the patient 
�low-stress aerobic activity & exercise OK in first 2 weeks; may delay trunk muscle exercises 
�recommend return to work/normal activities as soon as possible 
�if problems persist, reassessment required 
�address nonphysical factors (psych/socioeconomic ) 
 
Meds: acetaminophen 1st line; NSAIDs option if necessary & not contraindicated; strong opioids may be necessary for some but consider addiction risk, use treatment agreement and set appropriate boundaries; consider referral. 
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Extras: 
 Renal Failure – Considerations:  that need to alter approach to drug selection will depend on degree of renal dysfx (e.g. GFR 20ml/min, 10-20ml/min, <10ml/min), pain severity & drug dose required, use of dialysis.   

A) Less problematic options may include: acetaminophen, tramadol, topicals (capsaicin, nitro spray?); hydromorphone, fentanyl, methadone.   {Always include non‐drug techniques.} 
 Cisplatinin related neuropathy: prevention with Vitamin E 400mg/day starting before, and going for 3 months after cisplatinin treatment. 

[Pace A, Giannarelli D, Galiè E, Savarese A, Carpano S, Della Giulia M, et al. Vitamin E neuroprotection for cisplatin neuropathy: a randomized, placebo-controlled trial. Neurology. 2010 Mar 2;74(9):762-6.] 
 Links FYI:  Patient Info ‐ Pain Management: http://www.medschoolforyou.com/Subjects.aspx  
      Cognitive Behavioural Therapy for Insomnia: http://www.cbtforinsomnia.com/  
      Pain Training – Online: http://www.algo‐md.com/en/index.php (fee for course) 
      Pain Approaches: Distinctives in the Acute vs Palliative vs CNCP use of Opioids: http://www.rxfiles.ca/rxfiles/uploads/documents/members/CHT‐Pain‐Approaches‐Acute‐Palliative‐CNCP.pdf 
      Methadone dosing in pain management: http://pain-topics.org/pdf/OralMethadoneDosing.pdf 
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OPIOID ANALGESIC: COMPARISON CHART 
 

Extras: 
o Buprenorphine Transdermal System (BuTrans Patch) Q&A – Aug 2010: http://www.rxfiles.ca/rxfiles/uploads/documents/BuTrans-QandA.pdf  
o Fentanyl Nasal Spray (LAZANDA): available in USA, for cancer related breakthrough pain; 100ug/100mcL, 400ug/100mcL;  time to onset =11 minutes; always start at 100ug spray, allow 2 hrs between doses, stepwise ↑ in dosage, max 4 doses in 24hrs.   
o Fentanyl Sublingual Tablet (PALADIN, ProStrakan in USA): 100, 200, 300, 400, 600, 800 ug.   
o Hydrocodone + Ibuprofen (REPREXAIN, VICOPROFEN, others): available in USA.  (5/200, 7.5/200, 10/200 mg) 
o Methadone injection (IV): available via special access program (SAP) in Canada 
o Morphine + naltrexone (EMBEDA):  available in USA; naltrexone added to ↓ abuse risk. 
o Oxycodone: new products USA: (OXECTA), (ROXYCODONE) 
o Oxycodone + Ibuprofen (COMBUNOX): available in USA.  (5 / 400 mg) 
o Oxymorphone (OPANA, OPANA ER): available in USA; IM, rectal, & recently oral; 3x more potent than oral morphine; avoid alcohol as ↑↑↑ peak concentrations. (IR tabs: 5,10mg; e.g 5mg q4-6h prn.  ER tabs: 5, 7.5, 10,15,20,30, 40mg; e.g. 10mg q12h). 
o Tapentadol  (NUCYNTA): available in USA; weak mu agonist; ↑ noradrenalin (e.g. also known as norepinephrine);  may have ↓ GI effects but similar CNS effects to other opioids.  (50-75,100mg tabs e.g. 50mg q4-6h prn.)   
o See also RxFiles Substance Abuse Chart: http://www.rxfiles.ca/rxfiles/uploads/documents/CHT-Substance-Abuse.pdf  (sections:  4- Addiction screening; 5-Universal Precautions in Pain Medicine; 6-Red Flags for Aberrant Rx Drug Use) 
 

Fentanyl Patches: “Attempting to give 1/2 patch” 
The rate of medication delivery from Duragesic® patches is in proportion to the surface area of drug reservoir in contact with the skin.  Prior to the availability of the 12.5 mcg/hr strength, the following 

procedure was occasionally used to achieve this rate: 
1. An occlusive dressing like Opsite was put on the skin. 
2. A 25 mcg/hr patch was then applied on top with half on the skin and half on the dressing. 

 This approach lacks documentation and can not be routinely recommended.  
 

Fentanyl / Opioid Patch Exchange Tool: http://www.rxfiles.ca/rxfiles/uploads/documents/Opioid-Patch-Exchange-Disposal-Tool.pdf 
 

Opioid Intolerance: 
• Pseudoallergy (COMMON! – may use non-opioid, lower opioid dose, alternate opioid even from same class, addition of H1 diphenhydramine +/- H2 ranitiidine blocker. 

o Flushing, itching, hives, sweating, and/or mild hypotension 
o Itching, flushing or hives at injection site only 

• Potential true opioid allergy (RARE! - would require change to non-opioid or opioid from different chemical class – see below) 
o Severe hypotension 
o Skin reaction other than (Flushing, itching, hives) 
o Breathing, speaking, swallowing difficulties 
o Swelling of the face, lips, mouth, tongue, pharynx or larynx 

Opioid Chemical Class 
1. Phenylpiperidines: meperidine, fentanyl, sufentanil, remifentanil 
2. Diphenylheptanes: methadone, propoxyphene 
3. Morphine group: morphine, codeine, hydromorphone, nalbuphine, butorphanol, levorphanol, pentazocine 

 

New Drugs {Not yet in Canada) 
• Oral Oxymorphone  

i. (Opana, Opana ER): Potency is about 10x more potent than morphine!  Caution!. [Immediate release: 5, 10mg tabs; Extended release; 5, 10, 20, 40 mg tabs] 
 

Additional References & Links:  
o Canadian Opioids in CNCP Guidelines: http://nationalpaincentre.mcmaster.ca/index.html  
o Responsible Physician Opioid Prescribing Resources (USA) Links: http://www.responsibleopioidprescribing.org 
o Health Canada – Company – Dosage Conversion Guidelines for Fentanyl; Revised Mar 2010: http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-

avis/prof/2010/fentanyl_2_hpc-cps-eng.pdf   
o Opioid Manager Tool: Point of care tool summarizing Canadian Guidelines:  

o From CEP: http://www.effectivepractice.org/index.cfm?pagePath=CEP_TOOLS/Opioid_Manager&id=23515  
o From NPC: http://nationalpaincentre.mcmaster.ca/opioidmanager/  

o Tramadol warning (FDA): http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm213264.htm  
 

Treatment Agreements: 
 Medscape discussion  on use in primary care.  http://www.medscape.com/viewarticle/711659?src=mp&spon=30&uac=93517FV  
 Canadian Guideline sample at http://nationalpaincentre.mcmaster.ca/opioid/cgop_b_app_b05.html  
  RxFiles 1 page version at http://www.rxfiles.ca/rxfiles/uploads/documents/Pain-CNMP-Opioid-TreatmentAGREEMENT.pdf ;   Customizable MS-Word versionhttp://www.rxfiles.ca/rxfiles/uploads/documents/Pain-CNMP-Opioid-TreatmentAGREEMENT.doc    
 RxFiles 2 page version at: ♦customizable MS Word: http://www.rxfiles.ca/rxfiles/uploads/documents/Opiod-Informed-Consent-And-Agreement.docx ♦pdf: http://www.rxfiles.ca/rxfiles/uploads/documents/Opiod-Informed-Consent-And-Agreement.pdf 
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RA - EXTRAS 
Approach & Considerations for Drug Tx in RA 
• Initial: DMARD + NSAID +/‐ Corticosteroid for symptoms.  MTX often the DMARD of choice, however, HCQ is safer but suitable only for mild cases.   
‐NSAIDs now used primarily for bridging and pain management.   
‐Oral corticosteroids associated with complications, so use controversial.  Short courses &/or low doses for ≤2yrs sometimes used (↓ joint pain & systemic symptoms).  Intra‐articular injections useful & few AEs. 
‐Earlier combo DMARD or biologic tx warranted for those with high disease activity & poor prognositic factors. 
  {Features of poor prognosis include: functional limitation, extraarticular disease rheumatoid nodules, RA vasculitis, Felty’s syndrome, +’ve rheumatoid factor, anti‐cyclic citrullinated peptide antibodies, bony erosions radiographic.} 

• TNF inhibitors ‐ 1st line biologics after an inadequate response to a DMARD.  They are given +/‐ MTX (synergistic).  Note, infliximab given with MTX (not recommended  for monotherapy). 
  Initial TNF inhibitor choice: varies with clinician (often etanercept rapid onset, short t ½ or infliximab) 

Relative to other agents, TNF‐inhibitors may be  more effective in relieving symptoms & limiting joint destruction. They often also act more rapidly. 
AEs:   1) Injection site reactions (back pain, fever, urticaria, dyspnea, ↓BP): common with etanercept, golimumab, certolizumab, & adalimumab. 

  2) Cytopenia: uncommon, but can occur with any anti‐TNF tx. Monitor CBC. 
3) The potential for Serious Infections: (eg. bacterial sepsis, TB reactivated & disseminated, fungal, viral & opportunistic unusual eg. p. jiroveci) are important; screen for active infection, latent TB, etc.  
4) Malignancies (esp. lymphomas): reported but causality not established.  The condition of RA ↑ lymphoma risk on its own.  Avoid anti‐TNF tx in patients with recent ca. 
5) Other AEs: (rare) – CHF, reversible lupus‐like syndrome, demyelinating conditions eg. M.S. (avoid if hx), hepatoxicity (caution with infliximab). 

  If 1st TNF inhibitor is not effective, switching to a 2nd TNF inhibitor may be effective; however, many specialists will opt for a non‐TNF biologic for a different mechanism of action. 
• Non‐TNF Biologics – include rituximab co-admin with a DMARD; pre-treat to prevent infusion reaction, abatacept +/- a DMARD, tocilizumab may work in ≥2wks, AEs (many; severe  complications reported), anakinra less effective.  
• Aggressive early therapy with MTX &/or a biologic   longer remissions, less joint destruction & improved quality of life. 
• Combination Tx with 2‐3 DMARDs (or a DMARD + biologic): often more effective than monotherapy without more toxicity.   
  Triple DMARD Tx: MTX +SSZ + HCQ (+/- prednisone low-dose ≤7.5-10mg/day) effective.   MTX + Biologic more efficatious than either alone.   Combination of 2+ Biologics NOT recommended as ↑ toxicity! 
• Comorbidity & biologics ACR RA 2012:   1) Hepatitis    a) Hep C   potentially recommend etanercept;  
            b) Hep B: untreated chronic or treated chronic with Child‐Pugh class B or higher: avoid any biologic! 
        2) Malignancy    a) treated solid malignancy >5yrs or non‐melanoma skin ca >5ys ago – recommend any biologic;   
            b) treated solid malignancy <5yr or treated non‐melanoma skin ca within 5yr – recommend rituximab; 
            c) treated skin melanoma, & treated lymphoproliferative malignancy – recommend rituximab; 
        3) CHF     a) NYHA class III‐IV with ejection fraction ≤50%: avoid anti‐TNF biologics! 
 
Vaccinations: before DMARD or biologic, immunize for influenza, pneumococcal, hep‐B & HZV.  Live vaccines should not be given to patients on biologics (should be given ≥1 month prior to starting tx). 
 
Pain Management in RA:  
‐ Neuromodulators: Cochrane Review RCT, placebo controlled ‐ few trials, all short term (~2‐5 weeks) with high risk of bias (ie. Weak evidence) 
  1) Nefopam (ACUPAN): not in Canada; 5HT, NE & DA receptor blocking; NNT=2 for pain relief, offset by significant SE's 
  2) Topical capsaicin: reasonable add‐onn option; NNT=2‐3 for pain relief, offset by some burning at application site 
  3) Oromucosal cannabis: small reduction in pain, highly offset by SE's leading to withdrawal (NNH=3) including dizziness 26%, dry mouth 13% & lightheadedness (10%) 
  4) Lack of data for other agents included: anticonvulsants, ketamine, bupropion, methylphenidate 
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Approach to Migraine: Considerations 
 ACUTE:  -         may consider metoclopramide or domperidone 1st; NSAID and/or triptan also recommended first line;  

- in very severe attacks, SC sumatriptan likely to be most effective & rapid; consider need for rapid onset vs recurrence, GI tolerance of po form, etc. 
- Link to Review Article in AFP Feb 2011: http://www.aafp.org/afp/2011/0201/p271.html  

 PROPHYLAXIS: 1st line: beta-blockers (propranolol, metoprolol), TCAs, valproic acid, topiramate.  
 MENSTRUAL Related Migraine (MRM): - severity may be increased; duration of headache may be longer and may be harder to treat than regular migraine 

  - may consider NSAID or triptan for short-term treatment, several days before and during menstruation 20. 
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Extras: 
 

 Preventing Gaps when Switching Contraceptives. Lesnewski ‘11 
   

Switching from → Switching to Comments 
Combined OC, progestin only pill Combined OC, progestin only pill ♦switch directly from one pill to another; do not miss a day 
Combined OC Patch or Ring ♦start patch day before last pill; start ring day after last pill  

♦Do not need to complete pill cycle before switch  
Patch or Ring Combined OC ♦start pill day before scheduled to remove patch/ring; i.e. no more than  

  8 days after last patch (effective up to 9 days) or 34 days after ring (effective up to 35days)  
♦Do not need to complete full cycle for patch/ring before pill starts  

Patch Ring ♦insert ring & remove patch on same day 
Ring Patch ♦Apply patch 2 days before ring removal 
Combined OC, patch or ring Progestin IUD or injection ♦Continue pill, patch or ring x 7days (or use barrier) 
Copper IUD Progestin IUD (i.e Mirena) ♦Use barrier x 7 days; return to fertility may be immediate 
Copper IUD Progestin injection (i.e. Depo-Provera) ♦Give injection 7 days before IUD removal; if done on same day, use  

  barrier x 7days 
Copper IUD Combined OC, patch, or ring ♦Start new method 7 days before removal of IUD or use barrier x 7days 
Progestin IUD (i.e. Mirena) or injection 
(i.e. Depo-Provera) 

Combined OC, patch, or ring ♦Start new method 7 days before removal of IUD or next injection    
  (i.e. may start new method up to 15 weeks after last injection) 

Combined OC, patch or ring Copper IUD ♦Can insert copper IUD up to five days after stopping pill, patch or ring 
Progestin IUD (i.e. Mirena) Copper IUD ♦Can insert copper IUD right after removing progestin IUD 
Progestin injection (i.e. Depo-Provera) Copper IUD ♦Can insert copper IUD up to 16weeks after the last shot 
Consider: Abstain from sexual intercourse or use a barrier method (condoms +/- spermicide) if no overlap in methods for a minimum of 7days for most  
                 switches (see above table for exact number of days in bold print)  

 

 
“Patient Friendly” Statistics for Contraceptive Failure Rates: http://www.fda.gov/ForConsumers/ByAudience/ForWomen/ucm118465.htm#hormonal 

 Out of 100 women who use the following method for 1 year: 
• Injection, progestin IUD – 1 may get pregnant 
• COC, POP, patch & ring – 5 may get pregnant 
• Male condoms – 11 to 16 may get pregnant 
• Diaphragm – 15 may get pregnant 
• Sponge – 16 to 32 may get pregnant 
• Female condoms – 20 may get pregnant 
• Spermicide along – 30 may get pregnant 
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Extras: 
 

 Preventing Gaps when Switching Contraceptives. Lesnewski ‘11 
   

Switching from → Switching to Comments 
Combined OC, progestin only pill Combined OC, progestin only pill ♦switch directly from one pill to another; do not miss a day 
Combined OC Patch or Ring ♦start patch day before last pill; start ring day after last pill  

♦Do not need to complete pill cycle before switch  
Patch or Ring Combined OC ♦start pill day before scheduled to remove patch/ring; i.e. no more than  

  8 days after last patch (effective up to 9 days) or 34 days after ring (effective up to 35days)  
♦Do not need to complete full cycle for patch/ring before pill starts  

Patch Ring ♦insert ring & remove patch on same day 
Ring Patch ♦Apply patch 2 days before ring removal 
Combined OC, patch or ring Progestin IUD or injection ♦Continue pill, patch or ring x 7days (or use barrier) 
Copper IUD Progestin IUD (i.e Mirena) ♦Use barrier x 7 days; return to fertility may be immediate 
Copper IUD Progestin injection (i.e. Depo-Provera) ♦Give injection 7 days before IUD removal; if done on same day, use  

  barrier x 7days 
Copper IUD Combined OC, patch, or ring ♦Start new method 7 days before removal of IUD or use barrier x 7days 
Progestin IUD (i.e. Mirena) or injection 
(i.e. Depo-Provera) 

Combined OC, patch, or ring ♦Start new method 7 days before removal of IUD or next injection    
  (i.e. may start new method up to 15 weeks after last injection) 

Combined OC, patch or ring Copper IUD ♦Can insert copper IUD up to five days after stopping pill, patch or ring 
Progestin IUD (i.e. Mirena) Copper IUD ♦Can insert copper IUD right after removing progestin IUD 
Progestin injection (i.e. Depo-Provera) Copper IUD ♦Can insert copper IUD up to 16weeks after the last shot 
Consider: Abstain from sexual intercourse or use a barrier method (condoms +/- spermicide) if no overlap in methods for a minimum of 7days for most  
                 switches (see above table for exact number of days in bold print)  
 
“Patient Friendly” Statistics for Contraceptive Failure Rates: http://www.fda.gov/ForConsumers/ByAudience/ForWomen/ucm118465.htm#hormonal 

 Out of 100 women who use the following method for 1 year: 
• Injection, progestin IUD – 1 may get pregnant 
• COC, POP, patch & ring – 5 may get pregnant 
• Male condoms – 11 to 16 may get pregnant 
• Diaphragm – 15 may get pregnant 
• Sponge – 16 to 32 may get pregnant 
• Female condoms – 20 may get pregnant 
• Spermicide along – 30 may get pregnant 

 
 
 
♦Study with IMPLANON USA found that lactogenisis not affected by early postpartum (on day 1-3) insertion.   
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Elderberry extract has long been used as a folk remedy for cold and influenza symptoms. A recent randomized trial provides evidence for its efficacy (level 2 [mid-level] evidence). During the spring  
                                                     2009 influenza season in China, 64 patients with ≥ 3 influenza-like symptoms (fever, headache, myalgias, coughing, nasal mucus discharge, nasal congestion) were randomized within 24  
                                                     hours of symptom onset to elderberry extract lozenge (175 mg) vs. placebo orally 4 times daily for 2 days. After 48 hours, the rate of complete symptom relief was higher in the  
                                                     elderberry group (28% vs. 0%, no p value reported), with at least some symptom relief (only 0-2 mild symptoms remaining) reported in 88% vs. 16% for placebo (no p value reported).  
                                                     Elderberry extract was associated with significantly improved symptom severity scores for headache, nasal congestion, muscle aches, and fever at 24 hours (p < 0.001) and for all  
                                                     symptoms at 48 hours (p < 0.001). The elderberry group had higher symptom scores at baseline, however, suggesting that the groups may have been at different stages in their overall  
                                                     illness course despite randomization within 24 hours (Online J Pharmacol Pharmacokin 2009;5:32). 
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FDA May 2007 FDA chemical analysis revealed that Energy Max contains thione analog of sildenafil, a substance with a structure similar to sildenafil, the active ingredient in Viagra, an FDA- 
                                                    approved drug for ED.Substances like this are called analogs because they have a structure similar to another drug and may cause similar side effects and drug  
                                                    interactions. True Man contains a thione analog of sildenafil or piperadino vardenafil, an analog of vardenafil, the active ingredient in Levitra, another FDA-approved  
                                                    prescription drug for ED. Neither the thione analog of sildenafil nor piperadino vardenafil are components of approved drug products.  
FDA Feb/08 Palo Alto Labs and FDA notified consumers and healthcare professionals of a voluntary nationwide recall of two dietary supplements, Aspire36 and Aspire Lite. The products were  
                                                    recalled because they were found to contain Aildenafil in trace amounts and Dimethyl sildenafil thione, an analog of Sildenafil, a drug used to treat erectile dysfunction.  
FDA Mar/08 The U.S. Food and Drug Administration is advising consumers not to purchase or use "Blue Steel" or "Hero" products, marketed nationally as dietary supplements, because these products  
                                                    contain undeclared ingredients similar to sildenafil. 
FDA April/08 Herbal Science International, Inc. and FDA informed consumers and healthcare professionals of a nationwide recall of twelve dietary supplements that contain ephedra, aristolochic  
                                                    acid or human placenta because they may present a serious health hazard to consumers. FDA has long regarded dietary supplements containing ephedra, a botanical that  
                                                    contains ephedrine alkaloids, as a potential health hazards because the alkaloid raises blood pressure and otherwise stress the circulatory system. 
FDA May/08 is requesting that the manufacturer of Xiadafil — an "all natural" dietary supplement sold to treat erectile dysfunction — recall all its stock from natural food stores & discontinue  
                                                    marketing it on the Web since it contains an analog of sildenafil. 
FDA May/08 notified consumers and healthcare professionals that supplement products sold under the brand name of Viril-ity Power (VIP) Tablets is being recalled because one lot was found to  
                                                    contain a potentially harmful undeclared ingredient, hydroxyhomosildenafil, an analog of sildenafil. 
FDA May/08 The US Food and Drug Administration advised consumers not to use the products Total Body Formula in Tropical Orange and Peach Nectar flavours, and Total Body Mega Formula in  
                                                     Orange/Tangerine flavour, because they contain high doses of selenium and chromium. 
FDA July/08 Jack Distribution, LLC issued a voluntary nationwide recall of selected lots of Rize 2 The Occasion Capsules and Rose 4 Her Capsules, marketed as dietary supplements. The products  
                                                    were recalled because certain lots contained thiomethisosildenafil, an undeclared analog of sildenafil, a FDA-approved drug used for Erectile Dysfunction. 
FDA July/08 not to buy or use Viapro 375mg Capsules because one lot of the product was found to contain a potentially harmful undeclared ingredient, thio-methisosildenafil, an analog of sildenafil. 
FDA Nov/08 Balanced Health Products, Inc. announced a recall of STARCAPS due to the presence of an undeclared drug ingredient, Bumetanide. Bumetanide is a diuretic indicated for the treatment  
                                                     of edema associated with congestive heart failure, hepatic and renal disease including nephrotic syndrome. 
FDA Nov/08 Fashion Sanctuary announced a recall of Zhen De Shou Fat Loss Capsules because FDA analysis found the product to contain undeclared sibutramine, an FDA approved drug used as an  
                                                     appetite suppressant for weight loss. 
FDA Dec/08 alerted consumers not to purchase or consume more than 25 different products marketed for weight loss because they contain undeclared, active pharmaceutical ingredients that  
                                                     may put consumers' health at risk. The undeclared active pharmaceutical ingredients in some of these products include sibutramine (a controlled substance), rimonabant  
                                                    ( a drug not approved for marketing in the USA), phenytoin ( an anti-seizure medication), and phenolphthalein (a solution used in chemical experiments and a  
                                                    suspected cancer causing agent). The weight loss products, some of which are marked as "dietary supplements," are promoted and sold on various web sites and in some  
                                                    retail stores.  FDA advises consumers who use the products to stop taking them and consult their healthcare professional immediately as the health risks posed by these  
                                                    products can be serious (for example, high blood pressure, seizures, tachycardia, palpitations, heart attack or stroke). FDA also encourages consumers to seek guidance  
                                                   from healthcare professional before purchasing weight loss products. See the FDA News Release for a listing of the names of the 25 referenced products.  Read the  
                                                   MedWatch 2008 safety summary, including links to the News Release and Questions and Answers, at: http://www.fda.gov/medwatch/safety/2008/safety08.htm#Weight  
FDA Jan/09 notified consumers not to take Venom HYPERDRIVE 3.0, a product sold as a dietary supplement but containing sibutramine. 
FDA Apr/09: ABC Beauty Supply & FDA notified consumers and healthcare professionals of a recall of 34 dietary supplement products. FDA lab analyses identified undeclared sibutramine, an  
                                                    FDA- approved drug, used as an appetite suppressant for weight loss. http://www.fda.gov/oc/po/firmrecalls/universalabc04_09.html  
FDA Apr/09 Nature & Health Co. and FDA notified healthcare professionals of a recall of a supplement product, Libimax. FDA analysis found the product contains tadalafil 
FDA May/09 warned consumers to immediately stop using Hydroxycut products by Iovate Health Sciences, Inc. Hydroxycut products are associated with a number of serious  
                                              liver injuries. Hydroxycut products are dietary supplements that are marketed for weight-loss, as fat burners, as energy-enhancers, as low carb diet  
                                              aids, and for water loss under the Iovate and MuscleTech brand names. FDA has received 23 reports of serious health problems ranging from  
                                              jaundice and elevated liver enzymes, an indicator of potential liver injury, to liver damage requiring liver transplant. One death due to liver failure  
                                              has been reported to FDA. Other health problems reported include seizures; cardiovascular disorders; and rhabdomyolysis, a type of muscle damage  
                                              that can lead to other serious health problems such as kidney failure.  
FDA June/09 notified consumers and healthcare professionals to discontinue use of three Zicam Nasal Gel/Nasal Swab products sold over-the-counter as cold remedies because  
                                              they are associated with the loss of sense of smell that may be long-lasting or permanent.  
FDA July/09 and  Haloteco notified healthcare professionals and consumers of a nationwide voluntary recall of Libipower Plus. Lab analysis of Libipower Plus samples were  
                                              found to contain undeclared Tadalalafil. 
FDA July/09 notified healthcare professionals that four weight loss dietary supplements sold and marketed by the firm (Slimbionic, One Weight Loss Pill, SlimDemand  
                                              Capsules, Botanical Weight Loss) contain sibutramine. 
FDA Aug/09  not to use body-building products marketed as containing steroids or steroid-like substances. The affected products are TREN-Xtreme, MASS Xtreme, ESTRO  
                                               Xtreme, AH-89-Xtreme, HMG Xtreme, MMA-3 Xtreme, VNS-9 Xtreme, and TT-40-Xtreme.. 
FDA Nov/09 notified consumers that Stiff Nights, a product sold as a dietary supplement, contains sulfoaildenafil, a chemical similar to sildenafil (Viagra). 
FDA Nov/09 & GMP Herbal Products notified consumers and healthcare professionals of a recall of Pai You Guo, a weight loss dietary supplement, due to the presence  
                                               sibutramine & phenolphthalein. 
FDA Nov/09  & RockHard Laboratories notified consumers that RockHard Weekend, a product sold as a dietary supplement, contains sulfoaildenafil, an analogue of sildenafil. 
FDA Nov/09 & IDS Sports notified consumers that five of the IDS's dietary supplement products (Bromodrol, Dual Action Grow Tabs, Grow Tabs, Mass Tabs, and Ripped  



                                              Tabs TR) contain the following undeclared substances, which FDA considers to be steroids: “Madol,” “Turinabol,” “Superdrol,” &/or  
                                               “Androstenedione.” 
FDA Dec/09 for S-DROL: a voluntary recall by the manufacturer of one lot (lot# 810481, expiry date 01/2012) of S-DROL after FDA testing found it to contain undeclared  
                                               desoxymethyltestosterone. 
FDA Dec/09 warned consumers to stop using bodybuilding products manufactured by American Cellular Labs after they were found to contain unauthorized synthetic steroids in  
                               TREN-Xtreme, MASS Xtreme, ESTRO Xtreme, AH-89-Xtreme, HMG Xtreme, MMA-3 Xtreme, VNS-9 Xtreme, TT-40-Xtreme. 
FDA Dec/09 warned that Atlas Operations, Inc. notified consumers of a nationwide recall of the company's dietary supplements for sexual enhancement. These products are  
                                                sold as dietary supplements throughout the USA. FDA lab analyses found that the products tested from certain batches contain Sulfoaildenafil. 
FDA Dec/09 The Texas Department of State Health Services and FDA notified healthcare professionals and consumers, especially pregnant or breastfeeding women, to avoid  
                                                 consuming a product called “Nzu”, taken as a traditional remedy for morning sickness,because of the potential health risks from high levels of lead  
                                                 and arsenic, noted on laboratory analysis by Texas DSHS. Nzu, which is sold at African specialty stores is also called Calabash clay, Calabar  
                                                 stone, Mabele, Argile and La Craie. It generally resembles balls of clay or mud and is usually sold in small plastic bags with a handwritten label  
                                                 identifying it as “Nzu” or “Salted Nzu.” 
FDA Jan/10 & MuscleMaster(dot)com, Inc. notified consumers and healthcare professionals of the voluntary nationwide recall of all lots and expiration dates of the seventeen  
                                                 dietary supplements listed in the firm press release, sold between June 1, 2009 and November 17, 2009. FDA informed MuscleMaster(dot)com that  
                                                 it believes that the recalled products contain ingredients that are steroids. 
FDA Jan/10 notified consumers and healthcare professionals about a counterfeit and potentially harmful version of Alli 60 mg capsules (120 count refill kit). The counterfeit  
                                                 version contained the controlled substance sibutramine and did not contain orlistat, the active ingredient.  
FDA Mar/10 & Natural Wellness notified consumers that MasXtreme, a product sold as a dietary supplement contains aildenafil close in structure to sildenafil and is expected  
                                                  to possess a similar pharmacological and adverse event profile as well as the drug phentolamine which is an alpha-adrenergic blocker. 
FDA Apr/10 & Kanec USA notified healthcare professionals of a nationwide recall of Stud Capsule For Men [Lot #060607-01/060108-01, Exp 6-2013], after being informed  
                                                  by FDA that laboratory analysis of a sample found the product to be adulterated with sildenafil, an FDA approved drug.   
FDA May/10 notified healthcare professionals, their patients, and consumers not to consume Vita Breath, a dietary supplement manufactured by American Herbal Lab and  
                                                  marketed at health fairs and on the Internet, because the product may contain hazardous levels of lead.  
FDA June/10 Magic Power Coffee:  Product marketed as a dietary supplement for sexual enhancement contains the drug ingredient hydroxythiohomosildenafil. 
FDA July/10 analysis of Que She found that it contains:  fenfluramine – a stimulant drug withdrawn from the U.S. market in 1997 after studies demonstrated that it caused  
                                                serious heart valve damage, propranolol – a prescription beta blocker drug that can pose a risk to people with bronchial asthma and certain heart  
                                                conditions, sibutramine – a controlled substance and prescription weight loss drug, sibutramine was the subject of a recent study whose preliminary  
                                                findings showed an association between sibutramine use and increased risk of heart attack and stroke in patients who have a history of heart  
                                                disease, & ephedrine – a stimulant drug that is legally marketed over-the-counter for temporary relief of asthma but can pose a risk to people with  
                                                certain cardiovascular conditions.  

        FDA Aug/10 lab analysis of Solo Slim was found to contain the undeclared drug ingredient Didesmethyl Sibutramine.  
FDA Aug/10 lab analysis of Revivexxx Extra Strength was found to contain undeclared tadalafil. 
FDA Aug/10 notified Novacare LLC that certain products appear to contain sulfoaildenafil: Stiff Nights, Aziffa, Size Matters, Erex, Mojo, Hard Drive, Eyeful, Red Magic,  
                                                Straight Up, Zotrex, Monster Excyte, WOW, Xaitrex, Verect, Prolatis, Xytamax, Maxyte, Libidinal, OMG, OMG45, and Zilex (with  
                                                Golden Spear) summers.  

        FDA July/10 lab analysis of Slim-30 Herb Supplement distributed by the company was found to contain undeclared N-Desmethyl Sibutramine and traces of Sibutramine.  
        FDA July/10 & Good Health, Inc. is conducting a voluntary recall after FDA lab analyses found that the product tested from certain batches of Vialipro contain Sulfoaildenafil.  

FDA July/10 lab analysis of this herb supplement, Joyful Slim Herb Supplement, was found to contain the undeclared drug, desmethyl sibutramine. 
FDA July/10 warned consumers not to consume or use Miracle Mineral Solution, an oral liquid solution also known as "Miracle Mineral Supplement" or "MMS."  
                                                 The product, when used as directed, produces an industrial bleach.  
FDA July/10 notified consumers that lab analysis of lots of ejaculoid XXTREME and stimuloid II found that the products, sold as dietary supplements, contain sulfoaildenafil 
FDA Aug/10 had Lab analysis of Mr. Magic to contain hydroxythiohomosildenafil and sulfoaildenafil. 
FDA Aug/10 analyzed TimeOut and determined that it contains hydroxythiohomosildenafil. 
FDA Sep/10: Products marketed as dietary supplements contain aromatase inhibitors, commonly known as “ATD.” Adverse events associated with the use of aromatase  
                                                inhibitors could include the following: decreased rate of bone maturation and growth, decreased sperm production, infertility, aggressive  
                                               behavior, adrenal insufficiency, kidney failure, and liver dysfunction. Advanced Muscle Science (Arom-X, Arom-X UTT, Arom-XL, 4-AD, and  
                                               Decavol), ArimaDex, Clomed, Off Cycle II Hardcore, iForce – Reversitol. 
FDA Oct/10 advised consumers to avoid “chelation” products that are marketed over-the-counter (OTC) to prevent or treat diseases. There are serious safety issues associated  
                                                with chelation products. Depending on the condition, when relying on unproven OTC chelation products to treat serious conditions, patients may  
                                                delay seeking effective medical care. Even when used under medical supervision, these products can cause serious harm, including dehydration,  
                                                kidney failure, and death.  
FDA Nov/10 ISSUE: Lab analysis has found Duro Extend Capsules for Men to contain Sulfoaidenafil, an analogue of Sildenafil. 
FDA Dec/10 warned consumers not to use Man Up Now capsules, marketed as a dietary supplement for sexual enhancement, because FDA analysis determined that the product  
                                                 contains sulfoaildenafil. 
FDA Dec/10 notified the public that testing determined that RockHard Weekend Lot Numbers 100159 and 100260 sold as blister packs, 3ct bottles and 8ct bottles &  
                                                 Pandora Lot Numbers 100378 sold as blister packs & Passion Coffee contain an analogue of sildenafil.   
FDA Dec/10 has received multiple reports of adverse events associated with the use of Fruta Planta, including several cardiac events and one death. FDA laboratory analysis  
                                                 confirmed that Fruta Planta contains sibutramine. 
FDA Jan/11  laboratory analysis confirmed that Celerite Slimming Capsules contain sibutramine 
FDA Mar/11 lab analysis of Svelte 30 orange & gray capsules determined that the product contains Sibutramine. 
FDA Mar/11 notified Biotab Nutraceuticals, Inc. that two lots of counterfeit product purporting to be Extenze contain undeclared drug ingredients. Specifically, lot 0709241  
                                                 contains tadalafil and sildenafil, and lot 0509075 contains tadalafil and sibutramine. 
FDA Mar/11 laboratory analysis confirmed that Black Ant contains sildenafil. 
FDA Mar/11 : USA Far Ocean Group, Inc. issues voluntary nationwide recall of U-Prosta, a product marketed as a dietary supplement that contains undeclared terazosin.   
FDA Mar/11 ISSUE: Tested samples of Soladek contained levels of vitamin A and vitamin D that were many times the recommended daily allowances for these vitamins. 
FDA Mar/11 laboratory analyses of Celerite Slimming Tea: Recall - were found to contain undeclared Sibutramine. 
FDA Mar/11 ISSUE: FDA lab analysis of X-Hero found the product contains sulfosildenafil, the analogue of the active ingredient of an FDA-approved drug. In addition, FDA  
                                                  analysis of Male Enhancer sample found the product contains tadalafil. 
FDA Apr/11 Lab analyses of Best Enhancer found that the product contain Sulfoaildenafil. 
FDA Apr/11 “U-Prosta Natural support for prostate health” is being voluntarily recalled in Canada by Sunnylife International Inc. after the U.S. Food and Drug  
                                                Administration (FDA) found the product contains undeclared terazosin. 
FDA May/11 Regenerect: Recall - Undeclared Drug Ingredient of lab confirmed the presence of Sulfoaildenafil. 
FDA May/11 laboratory analysis confirmed that “Slim Xtreme Herbal Slimming Capsule” contains sibutramine. 
FDA June/11 lab analyses found Via Xtreme Ultimate Sexual Enhancer Dietary Supplement for Men to contain sulfoaildenafil methanesulfonate. 
FDA June/11 Nature Relief and FDA notified the public of a recall of Nature Relief Instant Wart and Mole Remover.  FDA has advised that the active ingredient, calcium  
                                                 oxide, can cause severe burns of the skin, particularly to areas of thin or sensitive skin, such as the face, area around the eyes, and genitalia. 
FDA July/11 is advising consumers not to purchase or use “Slim Forte Slimming Capsules,” “Slim Forte Slimming Coffee,” and “Botanical Slimming Soft Gel  



                                                 & Slim Forte Double Power Slimming Capsules. FDA laboratory analysis confirmed that these products contain sibutramine.  
FDA Oct/11 notified the manufacturer that lab analyses found that the product; Uprizing 2.0 , sold as a testosterone booster, contains superdrol, a synthetic steroid, making it an  
                                                  unapproved new drug. 
FDA Nov/11 lab analysis for Lot 10090571 found Virility Max to contain sulfoaildenafil. 
FDA Dec/11 Eclectic Institute is voluntarily recalling specific lots of its freeze-dried capsules containing Gotu Kola (Centella asiatica) and Bladderwrack (Fucus vesiculosus)  
                                               capsules because of potential Salmonella contamination. 
FDA Feb/12 Healthy People Co. notified the public of a recall of the company’s dietary supplements sold under the brand names Healthy People Co. FDA lab analysis confirmed  
                                               the presence of Sibutramine and Tadalafil, making these products unapproved new drugs. (Mince Belle Dietary Supplement, PERFECT Men  
                                              Dietary Supplement , EVERLAX Dietary Supplement, EVER Slim Dietary Supplement, Herbal Drink Acai-man Mangosteen Dietary Supplement,  
                                              EVER SLIM Shake Mix Dietary Supplement) 
FDA Feb/12 Regeneca, Inc. notifed the public of a nationwide recall of RegenArouse, Lot Number 130100. FDA lab analysis confirmed the presence of Tadalafil. 
FDA Feb/12 is advising consumers not to purchase or use “Hard Ten Days,” & “Man King” a product for sexual enhancement sold on various websites.  FDA laboratory  
                                               analysis confirmed that “Hard Ten Days” contains sildenafil 
FDA Feb/12 is advising consumers not to purchase or use “Japan Weight Loss Blue,” a product for weight loss sold on various websites, laboratory analysis confirmed that  
                                              “Japan Weight Loss Blue” contains sibutramine, analogs of sibutramine, and ephedrine alkaloids.  
FDA Mar/12 notified healthcare professionals and warned consumers not to use skin creams, beauty and antiseptic soaps, or lotions that might contain mercury. The products  
                                               are marketed as skin lighteners and anti-aging treatments that remove age spots, freckles, blemishes and wrinkles. Adolescents also may use these  
                                                products as acne treatments. 
FDA Apr/12 laboratory analysis confirmed that “Japan Rapid Weight Loss Diet Pills Yellow” contains sibutramine and phenolphthalein.   
FDA Apr/12 laboratory analysis confirmed that “France T253” contains sildenafil. 
FDA Apr/12 is advising consumers not to purchase or use “X-Rock,” a product for sexual enhancement manufactured by CRM Laboratories and sold on various websites,  
                                                 including www.xrockme.com.  FDA laboratory analysis confirmed that “X-Rock” contains sildenafil and hydroxythiohomosildenafil. 
FDA Apr/12 laboratory analysis confirmed that “Instant Hard Rod” contains aminotadalafil. FDA laboratory analysis confirmed that “ZenMaxx” contains aminotadalafil.  
                                                 FDA laboratory analysis confirmed that “RigiRx Plus” contains aminotadalafil. 
FDA May/12 is advising consumers not to purchase or use “VMaxx Rx,” a product for sexual enhancement sold on various websites, including www.vmaxxrx.com.   
                                                 FDA laboratory analysis confirmed that “VMaxx Rx” contains the undeclared ingredient sulfoaildenafil.  FDA is also advising consumers not to  
                                                 purchase or use “Boost — Ultra Sexual Enhancement Formula.”  This product is promoted and sold on various websites, including  
                                                 www.boostultra.biz. FDA laboratory analysis confirmed that “Boost—Ultra Sexual Enhancement Formula” contains sildenafil. FDA is also  
                                                 advising consumers not to purchase or use “Firminite,” a product for sexual enhancement sold on various websites,  
                                                 including www.firminite.com.  FDA laboratory analysis confirmed that “Firminite” contains tadalafil. 
FDA May/12 West Coast Nutritionals, Ltd. is conducting a recall of all lots of their dietary supplements Firminite, Extra Strength Instant Hot Rod, and Libidron to the  
                                                 consumer level. An FDA lab analysis of Firminite was found to contain undeclared Tadalafil.  
FDA May/12  is advising consumers not to purchase or use “EreXite,” a product for sexual enhancement sold on various websites, including www.amazon.com.  
                                                 FDA laboratory analysis confirmed that “EreXite” contains tadalafil. 
FDA June/12 cautioned late last week against using Reumofan Plus, a dietary supplement marketed as a "natural" pain reliever for arthritis, osteoporosis, and other conditions. The drug, which is made  
                                                         in Mexico but available online, contains unlabeled and potentially harmful pharmaceutical ingredients: diclofenac, methocarbamol & sometimes dexamethasone.   
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Health Canada is warning consumers: Jan/06 African herbal products M2 Formula & Energy 2000 pose potential health  
                                                      risks http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_01_e.html  
Health Canada is warning Aril/06 consumers not to not to use  advises consumers not to use unauthorized products containing anabolic steroids (Five products containing illegal anabolic steroids, as  
                                                       they can potentially cause serious health issues such as liver disorders and heart problems. The five products are: Anabolic Xtreme Superdrol, Methyl-1-P, Ergomax  
                                                       LMG, Prostanozoland, and FiniGenX Magnum Liquid.) 
Health Canada is warning consumers not to not to use Kaizen Ephedrine HCL tablets for weight loss Dec/05 http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2005/2005_138_e.html  
Health Canada is warning consumers not to ingest the herb chaparral in the form of loose leaves, teas, capsules or bulk herbal products because of the risk of liver and kidney problems.  
                                                      Dec/05 http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2005/2005_135_e.html  
Health Canada is warning consumers not to use certain Ayurvedic medicinal products because they contain high levels of heavy metals such as lead, mercury and/or arsenic.  
                               July/05 http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_80.html  
Health Canada Jan/06 Natural health product Libidfit may pose health risks (promoted for sexual enhancement and erectile dysfunction, but contains an undeclared amount of a pharmaceutical  
                                                     ingredient similar to sildenafil) http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_02_e.html  
Health Canada is warning consumers Feb/06: Not to use the Chinese medicinal product White Peony Scar-repairing pills, manufactured in Hong Kong by White Peony Pharmaceuticals Limited, due to  
                                                     high levels of lead. http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_05_e.html  
Health Canada is warning consumers Feb/06 not to use 13 Chinese herbal products manufactured by the Hong Kong Chi Chun Tang Herbal Factory due to bacterial contamination that could lead to  
                                                     serious health risks.  http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_08_e.html  
Health Canada advises consumers April/06 not to use Super Fat Burning and LiDa Daidaihua Slimming Capsules for weight loss because they have been found to contain sibutramine  
                                                     http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_15_e.html  
Health Canada is advising consumers Apr/06 not to use unapproved products containing yohimbine or yohimbe bark, including Strauss Energy SIX capsules.  Yohimbine is a prescription substance  
                                                     that can pose serious health risks for people with underlying risk factors. http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_16_e.html  
Health Canada is advising consumers Apr/06 not to use unapproved Miracle Bion products as it could be contaminated with bacteria such as E. coli.  
                                                      http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_23_e.html  
Health Canada May/06 is warning consumers not to use the product Nasutra because it has been found to contain the sildenafil (chemical name for Viagra) that could lead to serious health risks,  
                                                      especially for patients with existing medical conditions such as heart problems, those who may be taking heart medications, or those who may be at risk for strokes. 
Health Canada May/06 is advising consumers not to use Ocean Plasma Isotonic Living Water and Ocean Plasma Hypertonic Living Water because they are unapproved products that contain  
                                                      unacceptable amounts of aerobic bacteria. 
Health Canada June/06 is advising consumers not to use four unapproved Ayurvedic medicinal products from India because they contain high levels of lead and/or mercury.  
                                                      http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_46_e.html  
Health Canada July/06 is advising Fat Rapid Loss Capsules (Xin Yan Zi Pai Mei Zi Jiao Nang) because may contain sibutramine  
                                                     http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_55_e.html  
Health Canada July/06 is advising consumers not to use 4 foreign health products due to concerns about possible side-effects: Zhuifeng Tougu Wan & Fufang LuHui Jiaonang, two traditional  
                                                     Chinese medicines that contain toxic levels of mercury; Safi, a herbal product manufactured in India and Pakistan that contains toxic levels of arsenic; and Baike Wan,  
                                                      a herbal product from Malaysia that contains the prescription drugs piroxicam and frusemide, and the over-the- counter drug chlorpheniramine. 
Health Canada Aug/06 is advising consumers not to use Salt Spring Herbals Sleep Well Dietary Supplement because a sample has been found to contain estazolam. 
Health Canada Warns Consumers August 04, 2006 Not To Use Neophase Formula For Men Due To Potential Health Risks which has been found to contain an undeclared ingredient similar to the  
                                                       active pharmaceutical ingredient found in Viagra.  http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_67_e.html  
Health Canada Aug/06 is reminding consumers not to use Miracle II Miracle Neutralizer or any other products exported or sold by Tedco, Inc. of Louisiana because they could contain harmful bacteria. 
                                                        http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_68_e.html  
Health Canada Aug/06 is advising consumers about a possible link between health products containing the herbal medicine black cohosh and liver damage. There have been a number of international  
                                                        case reports of liver damage suspected to be associated with the use of black cohosh, including three case reports in Canada and one published case of death in the  
                                                        United States. http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_72_e.html  
Health Canada Aug/06 is advising consumers not to use four foreign health products due to concerns about possible side-effects: Reduce Weight, a proprietary Chinese Medicine marketed as a weight- 
                                                        loss product. Contains the prescription drug sibutramine (the generic name for Meridia) Yixinjiaonang, a proprietary Chinese medicine marketed as a sexual  
                                                        enhancement & erectile dysfunction product, contains the prescription drug tadalafil (the generic name for Cialis) Meng Rong, a proprietary Chinese medicine  
                                                        marketed as a sexual enhancement and erectile dysfunction product, contains the prescription drug sildenafil (the generic name for Viagra) VG, a proprietary Chinese  
                                                        medicine marketed as a sexual enhancement and erectile dysfunction product, contains the prescription drug sildenafil (the generic name for Viagra)  
                                                        http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/fpa-ape/index_e.html  
Health Canada Aug/06 is advising consumers not to use Salt Spring Herbals Sleep Well Dietary Supplement because a sample analyzed by Health Canada has been found to contain the undeclared  
                                                       drug Estazolam. http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_82_e.html  
Health Canada Aug/06 is advising consumers not to use two foreign health products due to concerns about possible side-effects: Chao Nongsu Qingzhi Jiaonang (OPC Care) is promoted as a weight- 
                                                        loss product. The product is adulterated with sibutramine and mazindol, two prescription medications used to suppress appetite. Conting Qianweisu Slimming Herbs  
                                                        Capsule is marketed as a weight-loss product. The product is adulterated with sibutramine, a prescription medication used to suppress appetite. 
                                                        http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/fpa-ape/2006/2006_84_e.html   http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/fpa-ape/2006/2006_83_e.html  
Health Canada Sept/06 advises against use of the Ayurvedic medicinal product Jambrulin due to lead content http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_89_e.html  
Health Canada Sept/06 is warning consumers not to use the natural health product Libidus because it contains an undeclared pharmaceutical ingredient, a modified form of vardenafil. 
Health Canada Oct/06 is advising consumers not to use the unauthorized natural health products Emperor's Tea Pill (Tian Huang Bu Xin Wan) and Hepatico Extract (Shu Gan Wan) because  
                                                       certain lots of these products contain high levels of lead and mercury. http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_98_e.html  
Heath Canada Nov/ 06 is warning Canadians not to use the unauthorized product Embrun de mer promoted for the treatment of skin irritation in newborns and adults because it contains unacceptable  
                                                        amounts of harmful bacteria. 
Health Canada Dec/06 is advising consumers not to use a product called Eden Herbal Formulations Sleep Ease Dietary Supplement, because it was found to contain an undeclared drug estazolam 
                                                          http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_127_e.html  
Health Canada Dec/06 is advising consumers not to use two foreign health products due to concerns about possible side-effects: Slim & Detox Peptide, which are weight-loss products. Containing the  
                                                        prescription drug sibutramine (the generic name for Meridia) http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/fpa-ape/index_e.html  
Health Canada Jan/07 is advising consumers not to use Kang Da and four unlabelled products are marketed as herbal sexual enhancements and treatments for erectile dysfunction. The products are  
                                                         adulterated with a prescription medication used in the treatment of sexual dysfunction. Qing Zhi and one unlabelled product are marketed as herbal weight-loss  
                                                         products. The products are adulterated with sibutramine, a prescription medication used to suppress appetite. 
Health Canada Feb/07 is advising consumers not to use a product called Sleepees, because it was found to contain an undeclared drug estazolam, which can be habit-forming when used  
                                                         for as little as a few months.  http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2007/2007_16_e.html  
Health Canada Feb/07 is updating Canadians about adverse reaction reports it has received concerning the use of EMPowerplus, a vitamin mineral supplement, for serious medical conditions. 
                                                       Health Canada has received nine case reports of serious adverse reactions associated with the use of EMPowerplus. Most of the adverse reactions relate to worsening  
                                                       of psychiatric symptoms in those patients with serious underlying mental health problems, such as bipolar disorder and depression.  
Health Canada Feb/07 is advising consumers not to use the following product listed in the table below due to concerns about possible side-effects. More info Power 58; Platinum Power 58; Ehanix;  
                                                      Jolex; Onyo; Deguozonghengtianxia because they contained acetildenafil. Acetildenafil is an analogue of sildenafil, a prescription medication indicated for treatment  
                                                      of erectile dysfunction. 
Health Canada Mar/07 is Health Canada is advising consumers not to use MIAOZI Slimming Capsules because they have been found to contain sibutramine, a prescription medication that should only  
                                                     be taken under medical supervision. 
Health Canada Mar/07 is warning consumers not to use the unauthorized natural health product XOX For Men, because it contains an undeclared pharmaceutical ingredient, tadalafil, an ingredient  
                                                     found in the prescription drug Cialis.  The use of XOX For Men could pose serious health risks, especially for patients with existing medical conditions such as heart  
                                                     problems, those taking heart medication, or those at risk of stroke. 
Health Canada Mar/07 is warning consumers not to use the unauthorized product Vigorect Oral Gel Shooter, because it contains an undeclared drug substance tadalafil. 
Health Canada Apr/07 is warning consumers about Bitter orange & cardiovascular reactions in the Canadian Adverse Reactions April 2007 Newsletter.  
Health Canada Apr/07 is warning consumers from The Hong Kong Department of Health found Lanmei Keili Ji to be adulterated with gliclazide, a hypoglycaemic agent (lowers blood sugar).  
                                                      The Hong Kong Department of Health found Lexscl Fat Rapid Loss capsules to be adulterated with sibutramine and thyroid hormones.  The United States Food  
                                                      and Drug Administration found V.MAX and Rhino Max (Rhino V Max) to contain undeclared amounts of aminotadalafil, an analogue of tadalafil, used to treat  
                                                      erectile dysfunction.  
Health Canada April/07is advising consumers not to use a product called Eden Herbal Formulations Serenity Pills II because it contains the undeclared drug estazolam. 



Health Canada April/07is advising consumers not to use a product FiberChoice plus Multivitamins is marketed as a fibre supplement. The product is contaminated with fish gelatin, a known allergen  
                                                      that could cause life-threatening reactions in some sensitive individuals. 
Health Canada May/07 is warning consumers Urat Madu capsules are marketed for the treatment of erectile dysfunction. The product is adulterated with sildenafil, a prescription drug that has been  
                                                      associated with serious side effects including sudden vision loss, penile tissue damage and urinary tract infection. 
Health Canada May/07 is advising consumers not to use  Xiaokeshuping Jiangtangning Jiaonang capsules in Hong Kong to contain the undeclared pharmaceutical drugs phenformin, rosiglitazone,  
                                                      and glibenclamide, which may be used in diabetes to lower blood sugar. 
Health Canada May/07 is advising consumers that HS Joy of Love product is marketed as a dietary supplement and was found to contain piperadino vardenafil. 
Health Canada May/07 is advising consumers not to use 6 foreign health products due to concerns about possible side-effects: Power 58 Extra, Platinum Power 58 Extra, Enhanix New Extra Men's  
                                                      Formula, Valentino, King Power Oral Solution, and Stretch Up Capsules are marketed as treatments for erectile dysfunction. The products contain analogues of  
                                                      sildenafil and vardenafil, which are prescription drugs used for the treatment of erectile dysfunction. 
Health Canada June/07 is advising consumers not to use Optimum Health Care SleePlus TCM or BYL SleePlus, because the products contain the undeclared drug clonazepam. 
Health Canada June/07 is warning consumers not to use the product Encore Tabs for Men, because it contains an undeclared pharmaceutical ingredient similar to the approved drug tadalafil. 
Health Canada July/07 is warning Canadians not to use the dietary supplement MdMt, or any other supplements containing the synthetic steroids methyl-1-testosterone or methyldienolone that are  
                                                    obtained without a prescription, due to potentially serious health risks including reduced fertility and liver disorders. 
Health Canada July/07 is warning consumers not to use Zencore Tabs, a product advertised as a dietary supplement for sexual enhancement, because it contains an undeclared pharmaceutical ingredient  
                                                       similar to the approved drug tadalafil. 
Health Canada July/07 & the US Food and Drug Administration (FDA) found Liviro3 to contain tadalafil, a prescription drug that should only be taken under the guidance of a health professional. 
Health Canada July/07 is advising consumers not to use the sleep supplement product Optimum Health Care Sleep Easy, because it contains the undeclared drug clonazepam. 
Health Canada July/07 is advising consumers not to use 8 foreign health products due to concerns about possible side-effects: Jie Jie Pills and Chuan Xiong Cha Tiao Wan are proprietary Chinese  
                                              medicines that have been found to contain aristolochic acid, a natural toxin known to cause kidney failure and cancer in humans.  Medsafe, the New Zealand health  
                                              regulatory authority, advised the public not to use the products Darling Capsules, Dali Capsules, Spanish Fly Capsules, and an unnamed product, because they were found  
                                              to contain sildenafil. Medsafe also advised the public not to use the product Dai Dai Hua Jiao Nang because it was found to contain sibutramine. The Hong Kong  
                                             Department of Health [HKDH] found batch #WA00030 of the product Kui Hua Chut Lee San Bird's Nest & Pearl to exceed the acceptable limit for microbiological  
                                             contaminants set out by the HKDH. Further investigation revealed that this product also exceeded the limit for bacterial contamination in Natural Health Products in Canada. 
Health Canada Aug/07 Consumers who use Excite for women or Ultimates for men may be at risk of serious side effects similar to those associated with sildenafil. 
Health Canada Aug/07 is advising Canadians of a recall in the United States of one lot of Metaboslim Apple Cider Vinegar, which is marketed as a dietary supplement, because it has been found to  
                                             contain sibutramine, a prescription medication that should only be taken under medical supervision. 
Health Canada Sept/07 is advising consumers not to use 13 foreign health products due to concerns about possible side-effects: Jacaranda, Queenmer Fat Loss, Li Da Dai Dai Hua Jiao Nang,  
                                             J-minus and Jelimel Slimming Capsules. These products are promoted for weight loss and have been found to be adulterated with the prescription drug sibutramine.  
                                             Sibutramine is used for treating obesity and should only be taken under the supervision of a health professional. Junyu Jiaonanyihao has been found to contain the  
                                             undeclared prescription drugs sibutramine and dexamethasone, as well as phenolphthalein, which is currently prohibited in Canada. Satis 60 Hours Ever Lasting Formula  
                                             is used for the treatment of erectile dysfunction/sexual enhancement. It was found to contain piperidenafil an analogue of vardenafil, a drug that should only be used under  
                                             the supervision of a health professional. Qiangli Zhuanggutongbiling has reportedly been used for joint pain and stiffness. It was found to contain the undeclared  
                                             prescription drugs prednisolone acetate, cortisone acetate, piroxicam, and diclofenac. Heng Tong Jiangtangning Jiaonang was found to contain the prohibited drug  
                                             phenformin, and the prescription drug glibenclamide (glyburide) which should only be taken under the supervision of a health professional. Endopile Capsules is used for  
                                             the treatment of hemorrhoids and piles, and related symptoms and was found to contain potentially toxic levels of lead and mercury. BuXie PaiDu XiaoDou Su is used as an  
                                             acne treatment and was found to contain the prescription drug rifampicin (rifampin). True Man and Energy Max are used as sexual enhancement/ erectile dysfunction  
                                             products and were found to contain an analogue of sildenafil or vardenafil which are prescription medications. 
Health Canada Sept/07 is advising consumers not to use 5 foreign health products due to concerns about possible side-effects: Top Gun for Men Herbal Extracts has been found to contain a substance  
                                            similar to tadalafil. Oyster Plus has been found to contain tadalafil. Deguozhanjiang contains sildenafil and tadalafil, prescription drugs used for the treatment of erectile  
                                            dysfunction. Chongcaoliubian Jiaonang and Santi Scalper Penis Erection Capsule contain sildenafil.  
Health Canada Sept/07: Khun-Phra is a health product promoted for pain relief that has been found to contain the undeclared drugs dexamethasone, prednisolone, phenylbutazone, diazepam,  
                                            cyproheptadine and mebhydrolin.. Asam Urat Flu Tulang, PJ Dewandaru is a health product promoted to treat joint pain, rheumatism and arthritis. It has been found to  
                                            contain the undeclared drugs dexamethasone, diclofenac and acetaminophen. 
Health Canada Oct/07 Foreign Product Alerts: Zhen Feng Da Brand Xi Tong Wan is promoted as a pain reliever. Lot #060908 has been found to contain undeclared 
                                       indomethacin, a prescription anti-inflammatory drug that should only be taken under the guidance of a health professional. Wellring Brand Yin Qiao Jie  
                                      Du is a health product promoted to treat cold and flu symptoms. Lot#51005 has been found to contain undeclared acetaminophen. Gu Ci Dan and Xu  
                                     Log Bou are promoted as pain relievers and have been found to contain undeclared indomethacin. Indomethacin is a prescription anti-inflammatory drug  
                                     that should only be taken under the guidance of a health professional. 
Health Canada Oct/07 is advising, especially pregnant & breastfeeding women, not to use Calabash chalk because of the potential health risk due to high levels of lead. 
Health Canada Oct/07: Foreign Product Alerts: Red Yeast Rice, Red Yeast Rice/Policosonal Complex and Cholestrix, and Xie Gan Wan. Red Yeast Rice, Red Yeast  
                                     Rice/Policosonal Complex and Cholestrix are promoted as dietary supplements for the treatment of high cholesterol. These products may contain  
                                     lovastatin, a prescription medication for the treatment of high cholesterol that should only be taken under the guidance of a health professional.  
                                    Xie Gan Wan is a Proprietary Chinese Medicine with unknown indication for use. Xie Gan Wan, was found to contain Aristolochia plant species. 
Health Canada Oct/07: Royal Medic No.1 Chinese Caterpillar Fungus is a proprietary Chinese medicine promoted as a general health tonic, but Health Canada advises  
                                      Canadians not to use this product due to microbial contamination. Steripaste Medicated Paste Bandages may not be sterile therefore there is a  
                                      possibility the bandage may cause a wound infection. 
Health Canada Nov/07 is advising consumers not to use Axcil and Desirin, are promoted as natural sexual enhancement/ erectile dysfunction products. Consumers are warned  
                                      not to use Axcil and Desirin because both products were found to contain the prescription drug sildenafil. 
Health Canada Dec/07 is advising Canadians not to use unauthorized products manufactured by Wild Vineyard because of the potential health risk to consumers. Wild Vineyard  
                                      is not authorized to manufacture, package, label or import natural health products in Canada. 
Health Canada Jan/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: Baby’s Bliss Gripe Water (apple flavour), code  
                                     26952V, a natural health product given to infants to ease stomach discomfort and gas, was found to contain the parasite cryptosporidium. Cryptosporidium  
                                     may cause severe, chronic or even fatal effects, especially in infants. Zhong Ti Xiao Er Jian Pi San is a natural health product. Batch number JPS0704  
                                     has been recalled due to microbial contamination. 
Health Canada Jan/08 is warning Canadians not to use the unauthorized product Yeniujyn because the product contains heavy metal contaminants and may pose a serious health  
                                     risk. Yeniujyn is advertised as a natural health product, for adults and children, to be used "to cure involuntary passage of urine diseases."  The product  
                                     was found to contain high levels of lead and arsenic. 
Health Canada Jan/08 is warning Canadians not to use the unauthorized product 1- ZhenZhu HouFengSan Penji; Vyling Cornu Saigae Tataricae Cooling Tea; Natorny Kwek's  
                                     Herb 106; Chinese Herbal Heritage Herbal Slimming Tea; Vyling Urticaria Itch-Killer A; Vyling Water- Melon Pearls Powder; Phoenix Brand Tea For  
                                     Sore Throat And Fever; Qing Yin Bai Hua Tea; and  Yinqiao Flu & Fever Tea. Nine specific batches of Chinese medicines and teas manufactured in  
                                     Singapore that have been recalled due to microbial (bacterial) and/or yeast and mould contamination. 
                                     Physio Care Lida Dai Dai Hua Jiao Nang Slimming Capsules (batch number 28012007 / expiration date: Jan 2009). This product is promoted for  
                                     weight loss and has been found to contain a derivative of the prescription drug sibutramine. 
                                     RGC-RMC Rheumax Capsule (batch number REM1-SI93016N). This batch of RGC-RMC Rheumax Capsule has been found to contain progesterone,  
                                     a steroid hormone that can have adverse effects on the brain, breast and skin and should only be taken if prescribed by a health professional. 
Health Canada Feb/08 warning Canadians not to use Foreign Products: 1) Jingzhi Kesou Tanchuan; Guanxin Suhe capsules; Qing Re An Cang Wan; & Guan Xin Su He 
                                    2) Xiao Qin Long Capsules 3) Xiao Qin Long Wan; Chuan Xiong Cha Tiao Wan Tablets; Bai Tou Weng Wan  
                                    4) Wannianqing Pai Danggui Niantong Tang (batch number 050401) These products have been found to contain aristolochic acid, a toxin associated  
                                    with serious and potentially fatal health effects. 
Health Canada Feb/08 warning Canadians not to use VPX ‘No Shotgun' and BSN ‘Cell Mass' Body Building Powders These products have been found to contain coumarin. 
Health Canada Feb/08 warning Canadians not to use 1) Ding Lu Brand Guipi Wan (batch number 060401); Ding Lu Brand Bushen Yijing Wan (batch number 060401); Ding Lu  
                                    Brand Shiquan Dabu Wan (batch number 060401); Ding Lu Brand Xiangsha Liujun Wan (batch number 060401); Ding Lu Brand Xiaoyao Wan (batch  



                                    number 060401); Medco Brand Vitality Essence Extract Of Deer Fetus (batch number 61007); Plasmin (batch number 20060102) 2) Yogaraja Gulgulu  
                                    Pills (batch number GK039) and Pilsol Capsule 3) Conforer Global Yang Tonic-2 (batch number 060117) 4) Liang Gel San Concentrated Powder  
                                    (batch number G3238913) and Qing Xin Lian Zi Yin Concentrated Powder (batch number G3239274) These products were found to contain excessive  
                                    amounts of heavy metals. 
Health Canada Mar/08 is warning consumers not to use Libidus, an unauthorized product promoted on the web site of the manufacturer for the treatment of erectile dysfunction.  
                                    The product may pose serious health risks, as it was found to contain the undeclared prescription drug sildenafil. 
Health Canada April/08 is warning consumers not to use Foreign Product Alert: Tetrasil, Genisil, Aviralex, OXi-MED, Beta-mannan Micronutrient, Qina and SlicPlus.  
                                    They are marketed for the prevention or treatment of a variety of sexually transmitted diseases. 
Health Canada April//08 is advising consumers not to use 2 foreign products, Aspire 36 & Aspire Lite, because they were found to contain undeclared  sildenafil analogues. 
Health Canada April/08 is warning consumers not to use Vigoureux, an unauthorized product promoted for the treatment of erectile dysfunction. The product may pose serious  
                                     health risks, as it was found to contain the prescription drug sildenafil 
Health Canada April/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: Tian Li was found to contain tadalafil and  
                                      hydroxyhomosildenafil, and should only be taken under the guidance of a healthcare professional. Xian Zhi Wei II was found to contain sibutramine and  
                                     phenolphthalein, which are not meant for self-care and may cause serious side effects. 
Health Canada April/08 is advising consumers not to use The Hong Kong Department of Health advised the public not to use the product Tian Sheng Yi Bao because it was  
                                         found to contain two pharmaceutical products, glibenclamide and phenformin  
Health Canada April/08 is advising consumers about The Health Sciences Authority (HSA) of Singapore recalled Qili Brand Tongbianling Jiaonang, Sincere Brand  
                                      ChuanXinLian Jiaonang, Xiangyao Brand Xiangyao Weian Jiaonang, Biflora Brand Fufang Danshen Pian (film-coated), Biflora Brand 306  
                                     Xiaoyan Jiedu capsules, and Xiang Sha Liu Jun Wan as they were found to contain high levels of arsenic and/or mercury that exceeded the permissible  
                                     limits outlined by the HSA standards of safety and quality. 
Health Canada May/08 is advising consumers not to use vpxl No1 Dietary Supplement for Men was found to contain tadalafil 
Health Canada May/08 is reminding consumers who choose to use unapproved Ayurvedic medicinal products that some of these products may contain high levels of heavy  
                                     metals. Consumption of excessive amounts of heavy metals, such as lead, mercury, and arsenic, pose serious health risks. 
Health Canada May/08 is warning consumers not to use Trophic Kelp & Glutamic Acid HCl due to the health risk posed by exposure to high levels of iodine. 
Health Canada May/08 is warning consumers not to use Desire, an unauthorized product promoted to enhance male sexual performance as this product may pose serious health  
                                       risks in certain patients. Lot 0070263 of the product was found to contain the prescription drug phentolamine. 
Health Canada June/08 is advising that Desire contains Phentolamine, which should only be used under the supervision of a health care professional. 
Health Canada June/08 6-OXO, which contains the compound 4-androstene-3,6,17-trione, is an unauthorized natural health product in Canada. 1-AD contains 1-androstenediol,  
                                        an anabolic steroid that is regulated as a controlled substance in Canada 
Health Canada July/08 Foreign Product Alerts: Super Shangai,Strong Testis, Shangai Ultra, Shangai Ultra X, Lady Shangai, Shangai Regular (also known as Shangai  
                                        Chaojimengnan), Actra-Sx, An unknown product containing the plant Lycium barbarum L., Adam Free, NaturalUp, Erextra, Yilishen, 
                                        Blue Steel, Hero, & Naturalë Super Plus. These products have been found to contain sildenafil or an unapproved substance similar to sildenafil. 
Health Canada July/08 is advising consumers not to use 4 foreign health products due to concerns about possible side-effects: Wodibo. Wodibo is promoted as an all-natural  
                                         Chinese potency-enhancing product for the treatment of erectile dysfunction. The Danish Medicines Agency has warned against the use of Wodibo  
                                         because it was found to contain sildenafil and tadalafil, prescription drugs authorized for treatment of erectile dysfunction. Both of these medications  
                                         should only be used under the supervision of a health care professional. Viril-Ity-Power (VIP) Tabs. The U.S. Food and Drug Administration has  
                                         warned consumers not to use Viril-Ity-Power (VIP) Tabs because it was found to contain an undeclared ingredient similar to the prescription drug  
                                         sildenafil. The product has been recalled by the manufacturer in the U.S. Therma Power (red and blue varieties) and Grenade Fat Burner. The U.K.  
                                        Medicines and Healthcare products Regulatory Agency (MHRA) warned consumers not to use the ephedrine-containing products Therma Power (red  
                                        variety) and Grenade Fat Burner after the products were associated with serious adverse reactions. The MHRA also warned consumers to not use the  
                                        ephedrine-free Therma Power (blue variety) because it contains synephrine and caffeine, a combination that has been associated with cardiovascular  
                                        adverse reactions. 
Health Canada Aug/08 is advising consumers not to use 9 foreign health products due to concerns about possible side-effects: Dan Bai Shou Shen Su was found to contain  
                                        undeclared thyroid hormones and sibutramine. Karntien and Karntien Easy to Slim were adulterated with sibutramine and a compound that is similar  
                                        in structure to sibutramine (N-desmethylsibutramine). Armstrong Natural Herbal Supplement, Enhanix New Extra Men's Formula, Power 58  
                                       Extra, and Platinum Power 58 Extra were adulterated with tadalafil or unapproved substances with structures similar to tadalafil and vardenafil. More  
                                       Slim was found to contain the undeclared pharmaceutical ingredient sibutramine. Soloslim was found to contain an undeclared substance similar in  
                                       structure to the prescription drug sibutramine. It also contains the prescription drug L-carnitine, as well as synephrine, which is not authorized for sale in  
                                       weight loss products in Canada. 
Health Canada Aug/08 is advising consumers not to use 8 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned  
                                       against the use of Natural (Xin Yi Dai) and Lasmi because Natural (Xin Yi Dai) was found to contain sibutramine and phenolphthalein, and Lasmi was  
                                       found to contain sibutramine and spironolactone. The Hong Kong Department of Health warned against the use of AA Qu Feng Shu Jin Wan because it  
                                       was found to contain the undeclared pharmaceutical ingredient dexamethasone. Apisate contained fenfluramine and Energy ll contained sibutramine.  
                                       Obat Asam Urat and Asam Urat both contained dexamethasone, phenylbutazone and piroxicam. The Hong Kong Department of Health warned against  
                                       the use of Slim 3in1 (Xiao Nan zhi Bao) because it was found to contain the undeclared pharmaceutical ingredients sibutramine and phenolphthalein. 
Health Canada Sept/08 is advising consumers not to use any unauthorized health products sold under the brand names Life Choice, Healthy Choice, Doctor's Choice and Your  
                                      Choice as well as other products without a brand name.  All of these unauthorized health products have the same identifying image on their label. 
Health Canada Sep/08 is advising consumers not to use 3 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned  
                                      consumers not to buy or  use Lover Liquid Nutriment Herbal Supplement and Onyo because they  were found to contain undeclared pharmaceutical  
                                      ingredients. Lover  Liquid Nutriment Herbal Supplement was found to contain sildenafil while Onyo was found to contain sildenafil, as well as  
                                      unapproved substances with structures similar to sildenafil and vardenafil. The U.S. Food and Drug Administration warned consumers not to use the  
                                      product Rose 4 Her because it was found to contain an undeclared ingredient similar to the prescription drug sildenafil. 
Health Canada Sep/08 is advising consumers not to use 6 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned  
                                        consumers not to buy or use Dr. Life or Chong Cao Ju Wang because they were found to contain undeclared pharmaceutical ingredients.  Dr. Life contains  
                                        an unauthorised substance similar in structure to tadalafil while Chong Cao Ju Wang contains sildenafil. The Hong Kong Department of Health warned  
                                        against the use of Hanguo shoushen yihao (meiti xing) because it was found to contain the undeclared pharmaceutical ingredient sibutramine. The U.S.  
                                        Food and Drug Administration alerted consumers to a voluntary recall of 32-ounce plastic bottles of Liquimax Complete Nutrition Multivitamin Formula  
                                        (UPC codes 7497052290, 7497023607 or 7497023696) because the product may contain undeclared fish (not shellfish), tree nuts (almonds, pecans,  
                                       and/or walnuts), and wheat. People with sensitivities to fish, tree nuts and/or wheat may risk serious or life-threatening allergic reactions if they consume  
                                       these products. The Hong Kong Department of Health warned against the use of ARMA - Sin Gang San and New ARMA - Sin Gang San because they were  
                                       found to contain the undeclared pharmaceutical ingredients sibutramine and fenfluramine. 
Health Canada Oct/08 is advising consumers not to use 2 foreign health products due to concerns about possible side-effects: Swissmedic warned consumers not to buy or use  
                                       the product Powertabs because it contains an unauthorised substance similar in structure to sildenafil. The Hong Kong Department of Health warned  
                                       consumers not to buy or use Sweet Energizer Vitality Candy because it was found to contain an unauthorised substance similar in structure to tadalafil. 
Health Canada Nov/08 is advising consumers not to use 5 foreign health products due to concerns about possible side-effects: The Hong Kong Department of Health warned  
                                       consumers not to buy or use Lu Quan because it contains undeclared glibenclamide and sildenafil. The Hong Kong Department of Health warned  
                                       consumers not to buy or use Fat Killer, Carbohydrate Cut and Sugar-Carbohydrate Cut because they contain sibutramine and an unauthorised  
                                       substance similar in structure to sibutramine, and Zhuang Yao Gu Shen Capsule because it contains sildenafil. 



Health Canada Nov/08 is advising consumers not to use 13 foreign health products due to concerns about possible side-effects: The U.S. FDA warned consumers not to buy or  
                                        use Viapro because it contains an unauthorised substance similar in structure to sildenafil. Sildenafil is a prescription drug used in the treatment of  
                                        erectile dysfunction and should only be used under the supervision of a health care practitioner.  
                                        The U.S. Food and Drug Administration informed consumers of a voluntary manufacturer recall of these 12 products because they contain human  
                                        placenta, aristolochic acid and/or ephedra, and may pose serious health risks. All 12 products are manufactured by Jen-On Herbal Science 
                                        International Inc. (also known as Herbal Science International Inc.). Consumers who had purchased these products were advised to discontinue their  
                                        use immediately and return them to the place of purchase for a full refund.  
Health Canada Nov/08 is warning consumers not to use Firm Dose and Granite Rooster, two products promoted to enhance male sexual performance, as these products may  
                                        pose serious health risks. Firm Dose was found to contain similar to sildenafil, while Granite Rooster was found to contain similar to tadalafil. 
Health Canada Nov/08 is advising consumers not to use the unauthorized product, Kwan Loong Medicated Oil, as it contains chloroform. Foreign Product Alerts: Seng Jong Tzu  
                                        Tong Tan,Tou Tong San (Headache Formula),Du Huo Ji Sheng ,Tang (Du Huo Joint Relief), Wu Yao Shun Qi San, Qing Bi Tang (Nasal  
                                        Cleanser), Zhong Fong Huo Luo Wan (Stroke Revito Formula), Xiao Qing Long Tang (Little Green Dragon), Ding Chuan Tang (Breathe Smooth), Xiao  
                                        Xu Ming Tang, Feng Shi Zhi Tong Wan (Joint Relief),,Guo Min Bi Yan Wan, Fang Feng Tong Sheng San. 
Health Canada Jan 2009 is advising consumers not to use 4 foreign products: Zhuang Tjar Gere because it contains the undeclared prescription drugs sildenafil & tadalafil,  
                                        Zhixhue Capsules manufactured by Vital Pharmaceutical Holdings Ltd. due to concerns of serious side- effects including liver dysfunction,  
                                       Tonik Warisan Banjar because it contains undeclared dexamethasone & Healthily Slim because it contains sibutramine. 
Health Canada Mar/09 Foreign Product Alerts:  68 Weight Loss Products; Best-life Fat Burning Capsules; Bevidan;Huiji Yin Chiao Chieh Tu Pien; Relacore 
                                       -plus Lami, Linglongquxian, Menergy M-Essence, Nyal Day & Night Cold & Flu Fighter (AUST L 146264), Nyal Cold & Flu Fighter (AUST L  
                                        146263), 999 Radix Notoginseng, Batch no. 0807021, Slim Pure, Carbohydrate, Kalomee, K Carbohydrate, K Tighten Slim, & K Slimming Pills. 
                                        http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_fpa-ape_2009/index-eng.php  
Health Canada June/09 Foreign Product Alerts: Fangocur Mineral Drink (undeclared arsenic); Jia Yi Jian (undeclared sibutramine & tadalafil);Fortodol, which is also sold  
                                       under the names (undeclared nimesulide with liver concern) of Donsbach Miradin, Lepicol Miradin, Leppin Miradin, & Miradin; Shan Dian Qiang Xiao  
                                       Shou (undeclared sibutramine & phenolphthalein); Zencore Plus (undeclared benzamidenafil) & Zhong Guo Shen Fang (undeclared med like sildenafil). 
Health Canada June/09 is warning consumers not to use the unauthorized product Slim Magic Herbal, which is promoted as a weight-loss product, as it was found to contain an  
                                       undeclared pharmaceutical ingredient similar to the prescription drug sibutramine. 
Health Canada is warning consumers not to use the unauthorized product Nutural Slim, which is promoted as a weight-loss product, as it was found to contain the undeclared  
                                        pharmaceutical ingredient sibutramine and also an undeclared pharmaceutical ingredient similar to sibutramine. 
Health Canada June/09 warns of foreign Product Alerts: Herbal Xenicol because it contains undeclared cetilistat. BioEmagrecim, which the FDA had previously warned  
                                         contained sibutramine, was also found to contain fluoxetine, furosemide and fenproporex. Products: Slimbionic, Xsvelten, 999 Fitness Essence, 24"  
                                         ince, Light Some, Paiyouji, Pearl White Slimming, & Reducing Weight Easily contain undeclared pharmaceutical ingredients (sibutramine and/or  
                                         phenolphthalein) and/or excessive levels of lead, and may cause serious health effects.. 
Health Canada July/09 is warning consumers not to use the unauthorized health product labelled as Specific-Formula Arthro-Ace as it was found to contain undeclared  
                                        dexamethasone and may cause serious health effects. 
Health Canada July/09 is warning that the Singapore Health Sciences Authority (HSA) warned consumers to not buy or use Air Ikan Haruan after it was found to contain  
                                        undeclared dexamethasone. The Hong Kong Department of Health warned consumers not to buy or use the product Neovidan after it was found to  
                                       contain undeclared prednisolone and mefenamic acid. Plus the Singapore Health Sciences Authority (HSA) warned consumers to not buy or use  
                                       XP Tongkat Ali Supreme after it was found to contain undeclared tadalafil. 
Health Canada Aug/09 is advising via Singapore Health Sciences Authority (HSA) warned that Delima Raja Urat contains undeclared dexamethasone, chlorpheniramine,  
                                       pheniramine and sibutramine, while Cao Gen Bai Lin Wan contains undeclared dexamethasone and chlorpheniramine. 
Health Canada Oct/09: Bao Ling- The Singapore Health Sciences Authority advised consumers not to buy or use since contained undeclared betamethasone,  
                                      hydrochlorothiazide & chlorpheniramine. Dynasty Worldwide Jinglida So Young Formula- The Singapore Health Sciences Authority (HSA) warned  
                                      consumers to not buy or use since contained undeclared aminotadalafil. STEAM lot#80214, 90260 -The U.S. FDA informed consumers of a voluntary  
                                      manufacturer recall of two lots of STEAM after FDA testing found these lots to contain undeclared sulfoaildenafil (lot# 80214) & undeclared tadalafil  
                                      (lot# 90260).  Syntrax Fyre (contained Yohimbine), Texiao Fengshi Gutong Ling (contained indomethacin), Kam Yuen Brand Wan Ying Yang  
                                      Gan Wan (contained sildenafil) - The Hong Kong Department of Health warned consumers not to buy or use these three products after they were found  
                                      to contain undeclared pharmaceutical substances. 
Health Canada Nov/09 is advising Canadians not to consume Chaotic Beverages sold under the brand names Mind Strike, Fearocity, Elixir of Tenacity and Power Pulse because  
                                      they are unauthorized products marketed to a vulnerable population (children) with ingredients that may pose a health risk. Mind Strike: Contains an  
                                      unknown amount of caffeine despite advertising that it is not an energy drink and contains several herbs which are not included in Health Canada's list of  
                                      botanicals with a history of safe use in children. Fearocity: Contains an unknown amount of caffeine, several herbs not included in Health Canada's list  
                                      of botanicals with a history of safe use in children, taurine at an unacceptable level for children, and niacin at a level three times higher than that  
                                      recommended for children aged 1 to 13 years.  Elixir of Tenacity: Contains green tea extract, which is not included in Health Canada's list of botanicals  
                                      with a history of safe use in children, and vitamin A at a level unacceptable for children aged 1 to 8 years. Power Pulse: Contains chromium picolinate at  
                                      levels of possible concern in a product taken by children.  
Health Canada Nov/09 is warning consumers not to use Herblex “Once More”since it was found to contain sildenafil. 
Health Canada Dec/09 is advising Canadians not to use certain Acai Berry products after a large number of shipments of adulterated products were stopped at the border.  The  
                                      product names include:  Anti-Aging Acai Berry, Guarana Blast, Brazillian Pure, Anti-aging Vital Rez V, Weight Loss VitalAcai, Dietary  
                                      Supplement Acai Power Blast and Muscle Mass. These products advertised for anti-aging and weight loss were found to contain undeclared sildenafil. 
Health Canada Dec/09 is warning consumers not to use "RevolutionDS Weight Loss", an unauthorized health product promoted for weight loss, because it contains  
                                      benzylpiperazine (BZP), and may pose serious health risks. 
Health Canada Dec/09 is advising consumers not to use the following foreign health products: 1. Power-Plus P: The Singapore Health Sciences Authority issued a recall notice  
                                      for Power-Plus P (expiry date 03/03/2011) after it was found to contain undeclared tadalafil. 2. Show Party: The Hong Kong Department of Health  
                                      warned consumers not to buy or consume Show Party [shou-shen pai] after it was found to contain undeclared sibutramine and phenolphthalein.  
                                      3. Zeng Da Yan Shi Wan: The Hong Kong Department of Health warned consumers not to buy or use after it was found to contain undeclared sildenafil. 
Health Canada Jan/10 informs that Finish Food Safety Authority: Full Contact Max Potency contains thio-sildenafil and thio-homosildenafil; Singapore Health Sciences  
                                       Authority: M-Action contains desmethylacetildenafil and acetilacid. U.S. FDA: RockHard Weekend contains sulfoaildenafil; & Pai You Guo contains  
                                       sibutramine and phenolphthalein. Hong Kong Department of Health: Ku Xiu Ba Xiang Jian Fei Wan contains sibutramine and an unauthorized  
                                       substance similar to sibutramine; Super Slim (Yani)  contains sibutramine and phenolphthalein;  SHoufsy contains sibutramine & MIGAC (sic) FAT  
                                        BURMING (sic) FACTOR contains sibutramine. 
Health Canada Jan/10  is advising consumers not to use the unauthorized product “Stiff Nights” after the U.S Food and Drug Administration (FDA) found that this product  
                                        contains an undeclared substance similar to the prescription drug sildenafil. 
Health Canada Jan/10 is warning consumers not to use the unauthorized product “The Slimming Coffee,” which was previously sold as “Lose Weight Coffee,” because it was  
                                        found to contain sibutramine. 
Health Canada Jan/10 is advising consumers not to use any unauthorized health products sold under the brand names Natural Choice Vitamin B-17, Natural Choice Kava  
                                        Kava and Natural Choice Lithium Orotate. The unauthorized Natural Choice Vitamin B-17, according to what is listed on the product label, contains  
                                        amygdalin which is a compound derived from bitter apricot kernels that has the potential to release cyanide when ingested by humans. The unauthorized  
                                        Natural Choice Kava Kava, according to what is listed on the product label, contains kava lactones & agencies have received reports associating the use  
                                       of kava with serious liver dysfunction. 



Health Canada Jan/10 is advising Canadians that natural health products containing the ingredient glucomannan in tablet, capsule or powder form, which are currently on the  
                                       Canadian market, have a potential for harm if taken without at least 8 ounces of water or other fluid.  
Health Canada Feb/10 is advising consumers that the unauthorized product "Complete 7-Day Cleanse" is being recalled because it contains a number of active ingredients with  
                                       a combined effect that may pose serious health risks. "Complete 7-Day Cleanse" is a multi-ingredient natural health product promoted for "cleansing" or  
                                       removing toxins from the body. According to package labelling, the product contains over 30 active ingredients, some having a diuretic (water pill) or  
                                       laxative (stimulant, and bulk-forming) effect.  
Health Canada Feb/10: 2H & 2D- Hong Kong Department of Health (HKDH) warned consumers not to buy or use 2H & 2Dafter it was found to contain undeclared tadalafil.  
                                       Products distributed by Atlas Operations Inc. The FDA informed consumers of a voluntary recall by Atlas Operations Inc. of certain lots of some  
                                       products that were found to contain undeclared sulfoaildenafil, which is an unauthorized substance similar to sildenafil. Products distributed by  
                                       Bodybuilding.com The FDA informed consumers of a voluntary recall of 65 bodybuilding products as these products may contain the following  
                                       anabolic steroids: "Superdrol," "Madol," "Tren," "Androstenedione," and/or "Turinabol." STRO Emperor Capsules The Irish Medicines Board warned  
                                       consumers not to buy or use STRO Emperor Capsules after it was found to contain undeclared tadalafil. Tian Yang Xu Huo Oral Ulcer Capsule   
                                       Singapore Health Sciences Authority issued a recall notice for one batch (batch number 0812003, expiry date 11.2011) of Tian Yang Xu Huo Oral Ulcer  
                                       Capsuleafter it was found to contain undeclared aristolochic acid. 
Health Canada Mar/10 is warning Canadians that an unapproved health product, POWER-MAX that contains sildenafil. 
Health Canada Mar/10 is warning Canadians that an unauthorized health product, “Herbal Diet Natural” has been found on the Canadian market and contains an undeclared  
                                        pharmaceutical ingredient similar to the prescription drug sibutramine. 
Health Canada is warning Canadians that an unauthorized health product, “West Pharm Therma Lean Fat Burner Energizer” was found on the Canadian market. West Pharm  
                                        Therma Lean Fat Burner Energizer contains Ephedrine and caffeine, which combined together, may cause serious and possibly fatal adverse effects.  
Health Canada Apr/10 is warning Canadians that an unauthorized health product, “Slim-30” distributed in Ontario and Quebec by Duxx Enterprises Inc., contains an undeclared  
                                        pharmaceutical ingredient similar to the prescription drug, sibutramine. 
Health Canada May/10 consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Ba Bao Xiao Ke Dan The Hong Kong Department of Health  
                                             warned consumers not to buy or use Ba Bao Xiao Ke Dan after it was found to contain undeclared glibenclamide. 2. Bao Shu Tang Wu Zi Yan Zong Wan The Hong Kong  
                                             Department of Health warned consumers not to buy or use Bao Shu Tang Wu Zi Yan Zong Wan after it was found to contain excessive levels of lead, a heavy metal. 3. Lin  
                                             Yan Yin Chiao The Singapore Health Sciences Authority issued a recall notice for one batch (batch# JI0324, expiry date 03/2011) of Lin Yan Yin Chiao after it was found  
                                             to contain undeclared chlorpheniramine and paracetamol (acetaminophen). 4. Man Power The Hong Kong Department of Health warned consumers not to buy or use Man  
                                             Power product after it was found to contain undeclared tadalafil.  5. 17 products sold through MuscleMaster.com (see Foreign Product Alert for a complete product list)   
                                            The FDA informed consumers of a voluntary recall of the 17 bodybuilding products as they may contain the following anabolic steroids: "Superdrol," "Madol," "Tren,"  
                                             "Androstenedione," and/or "Turinabol."  6. Seven Slim 7 Seshou (Qingchun Shaonüxing, Jieshixing, Guifurenxing, Songchixing), Shoushen Jiaoguan-Tinei Yundong Wan  
                                            (Jian Xiabanshen, Jian Quanshen Feipang)  The Hong Kong Department of Health warned consumers not to buy or use the six products listed above after they were found to  
                                             contain undeclared sibutramine and phenolphthalein. 
Health Canada May/10 is advising consumers not to use 1. Botanical Slimming 100% Natural Soft Gel, also sold as Meizitang The Australian Therapeutic Goods Administration warned consumers  
                                            not to buy or use this product after it was found to contain undeclared sibutramine.  2. Marsha Slim Plus  The Hong Kong Department of Health warned consumers not to  
                                            buy or use Marsha Slim Plus after it was found to contain undeclared sibutramine, an unauthorized substance similar to sibutramine and phenolphthalein.  3. S&S Super  
                                            Slender The Hong Kong Department of Health warned consumers not to buy or use S&S Super Slender after two samples were found to contain agent similar to sibutramine.  
                                            One of the tested samples also contained undeclared sibutramine and phenolphthalein. 
Health Canada June/10 is warning Canadians that the unauthorized health products ”Vigofit“ and ”Once More,” which are promoted to enhance male sexual performance, have  
                                       been seized by Health Canada inspectors from retail stores in Abbotsford and Surrey, British Columbia. These two products contain sildenafil. 
Health Canada June/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. COMECOO,  
                                       ZHONGCAOYAO-JIANKANGJIANFEI The Hong Kong Department of Health warned consumers not to buy or consume these two products after  
                                       they were found to contain undeclared phenolphthalein, sibutramine and two unauthorized substances similar to sibutramine. 2. Qingzhi Santian Shou  
                                       The Hong Kong Department of Health warned consumers not to buy or consume Qingzhi Santian Shou after it was found to contain undeclared  
                                       sibutramine and an unauthorized substance similar to sibutramine.  3. Vita Breath  The U.S. FDA warned consumers not to buy or consume Vita Breath  
                                       because it may contain hazardous levels of lead, which is a heavy metal. 
Health Canada July/10 is advising consumers not to use the following foreign health product(s) due to concerns about possible adverse reactions: 1. Stud Capsule For Men The  
                                        U.S. FDA informed consumers of a voluntary recall of one lot (Lot #060607-01/060108-01 Exp 6-2013) after it was found to contain undeclared  
                                        Sildenafil. 2. Po Chai Pills (capsule form) The Hong Kong Department of Health warned consumers not to buy or use this product after it was found to  
                                        contain undeclared sibutramine and phenolphthalein. Sibutramine is a prescription drug and should only be used under the supervision of a health care  
                                        practitioner while phenolphthalein is no longer authorized for sale in Canada because it may cause cancer. Po Chai Pills (capsule form) has been recalled  
                                        by the manufacturer. 3.  LiPO-8 Cap and Glucomi 600 Cap  The Hong Kong Department of Health warned consumers not to buy or use these products  
                                        because they contain undeclared sibutramine.  
Health Canada July/10 is advising Canadians about “UP Ultimate Performance for Men”, an unauthorized health product containing undeclared sildenafil. 
Health Canada July/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1 Body Beautiful The Hong  
                                        Kong Department of Health warned consumers not to buy or consume 1 Body Beautiful after it was found to contain undeclared phenolphthalein and  
                                        sibutramine. 2. USA Yaku Cell Slimming Capsules, Dong Gua Pai You Su, Qing Gua Pai You Su, and Mu Gua Pai You Su The Hong Kong  
                                        Department of Health warned consumers not to buy or consume these four products after they were found to contain undeclared phenolphthalein,  
                                        sibutramine and an unauthorized substance similar to sibutramine. 3. Atlas Operations Inc. expands its U.S. recall of over 30 sexual enhancement  
                                        supplements The U.S. FDA informed consumers of an expanded recall of certain lots of products after some were found to contain undeclared  
                                        sulfoaildenafil. The products are being voluntarily recalled nationwide in the U.S. by the company Atlas Operations Inc. 4. Stallion, SZM Formula for  
                                        Men, Tomcat Ali and Volcanic New Zealand’s Medsafe warned consumers not to buy or use these four products after they were found to contain  
                                        undeclared tadalafil. 5. Vitalex for men and Vitalex for women The  U.S. FDA informed consumers that the Vitalexproducts were found to contain  
                                        acetildenafil, which is an unauthorized substance similar to sildenafil and may pose similar health risks. 
Health Canada Aug/10  says Fulda Unitang Herbs Sleep Plus, an unauthorized product promoted as an herbal sleep aid, has been found to contain high levels of estazolam. 

Health Canada July/10 Unauthorized Health Products Sold by Marigold Natural Pharmacy Ltd. May Pose Health Risks. These products (http://www.hc-sc.gc.ca/ahc- 
                                        asc/media/advisories-avis/_2010/2010_126bk-eng.php) were made available to Canadians via the company’s pharmacy in Courtenay, British Columbia  
                                       and via their website  ( http://www.marigoldnaturalpharmacy.com). 
Health Canada July/10 is advising consumers not to use the following foreign health product(s): Huo Luo Jing Dan The Singapore Health Sciences Authority warned  
                                       consumers not to buy or consume Huo Luo Jing Dan after it was found to contain undeclared indomethacin, dexamethasone and prednisolone.  
                                       Kam Chik San The Hong Kong Department of Health (HKDH) cautioned against the use of Kam Chik San after samples were found to contain mercury  
                                       at a level much higher than permitted by the HKDH.  Magic Power Coffee The U.S. FDA warned consumers not to buy or use Magic Power Coffee  
                                       after it was found to contain undeclared hydroxythiohomosildenafil, which is an unauthorized substance similar to sildenafil.  
                                       Que She The U.S. FDA warned consumers not to buy or use Que She after it was found to contain undeclared fenfluramine, propranolol, sibutramine  
                                       and ephedrine. Sheng Yuan Fang The Hong Kong Department of Health (HKDH) warned consumers not to buy or use Sheng Yuan Fang after it was  
                                      found to contain undeclared phenolphthalein and sibutramine. 

Health Canada July/10 is informing Canadians that Marché Euromix, a retail store in Pierrefonds (Montréal), was found to be selling a health product that was not authorized         
                                       for sale by Health Canada and that closely resembled in appearance an authorized drug, Viagra. 

Health Canada Aug/10: “SeXXX DRIVE”, promoted as a herbal supplement to enhance male sexual performance, & Health Canada found hydroxyhomosildenafil. 
Health Canada Aug/10 has seized the unauthorized sexual enhancement supplements “Male Enhancement ExtenZe” and “Women ExtenZe” imported and sold by the Happy Paradise Adult Store in  



                                            Burnaby, British Columbia. The labels of each of these unauthorized products list the prescription ingredient pregnenolone and the controlled drug, DHEA  
                                            (dehydroepiandrosterone). The labels of the unauthorized "Male Enhancement ExtenZe Nutritional Supplements" list the ingredient yohimbe extract (bark). 
Health Canada Sep/10 E.O.D. Erection on Demand” being promoted as a herbal to enhance male sexual performance, the product was tested by Health Canada and found to contain tadalafil. 
Health Canada Sep/10: “Arth-Forth”, an unauthorized product promoted as an herbal supplement and distributed by Ka Wing Hong Ltd., was tested by Health Canada and found to contain a steroid  
                                           prescription drug, dexamethasone. 
Health Canada Sep/10 is advising consumers not to use : 1. Golden aryuru, Baisheng wei ge, Zhonghua niubian, Ten ka dai 1 bou, Kuai gan bei zeng chao yue zi wo (Happy felling doubly  
                                         increase [sic]), Ling tou lang, SkyFruit, Chu bi ho ken, Jinbolang, Suika Koso, Lov, I ka ou (2009 nen sin hoso) and/or I ka ou (saisinsui shutsu hoso) The Japanese  
                                         Ministry of Health, Labour and Welfare warned consumers not to buy or use the 12 products listed above because they were found to contain undeclared sildenafil and/or other  
                                         unauthorized substances similar to sildenafil that may pose similar health risks (norhongdenafil, acetil acid, and tioqinapiperifil).  2. Joyful Slim Herb Supplement The U.S.  
                                         FDA informed consumers of a recall of one lot (#101408) of Joyful Slim Herb Supplement after FDA tests found it to contain undeclared desmethyl sibutramine. The lot is  
                                         being voluntarily recalled nationwide in the U.S. by the company J & H Besta Corp.  3. Vialipro The U.S. FDA informed consumers of a recall of certain lots of Vialipro after  
                                         FDA tests found product samples to contain undeclared sulfoaildenafil, which is an unauthorized substance similar to sildenafil and may pose similar health risks. 
Health Canada Sep/10 Exemption number: This will help with the backlog of applications for a licence. Exemptions will be given to natural products that have passed an initial assessment of safety,  
                                         quality, and efficacy. These products will be given an exemption number (EN)...instead of a Natural Product Number (NPN) or Drug Identification Number-Homeopathic  
                                         Medicine (DIN-HM)...until they are fully reviewed by Health Canada. 
Health Canada Nov/10 Amana Care Seven Slim Herbal Capsules: The Israel Ministry of Health informed consumers that it found the product Amana Care Seven Slim Herbal Capsules to contain  
                                   undeclared sibutramine and residue of sildenafil. Arrow Brand Medicated Oil & Embrocation: The U.S. FDA warned consumers not to buy or use Arrow Brand Medicated Oil &  
                                  Embrocation because it contains ingredients that are potentially poisonous, particularly in children.  Beijing 101 Hair Consultants: Hair Growth Formula D-2653-Band Hair  
                                  Growth Tonic E-0583-D: The Singapore Health Sciences Authority advised consumers to stop using one batch of these products (Beijing 101 Hair Consultants Hair Growth  
                                  Formula D-2653-B batch# 20091201, and Hair Growth Tonic E-0583-D batch# 20091201) after testing of these batches revealed the presence of undeclared minoxidil.    
                                 101 Zhangguang: Gold 101 Super Effective Hair Growth Agentand Fabao 101D Doctor Zhao’s Chinese Traditional Herbal Hair Care Formula: The Hong Kong  
                                 Department of Health warned consumers not to buy or use these two products after they were found to contain undeclared minoxidil. 
Health Canada Nov/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Goya–Bitter Melon - Miyura Fit'x Capsules   
                                 contained undeclared phenolphthalein and sibutramine 2. MasXtreme  contains undeclared aminotadalafil while the other (#911035) contains undeclared aildenafil and  
                                 phentolamine 3. Mr. Magic Male Enhancer from Don Wands contained hydroxythiohomosildenafil and sulfoaildenafil 4. So Hard for Men - Pulse8 for Women - The Rock –  
                                Tonic 66 contained the undeclared pharmaceutical substances tadalafil, sildenafil, and/or hydroxyhomosildenafil 5. Solo Slim Extra Strength - Revivexxx Extra Strength  
                                contained undeclared didesmethyl sibutramine  6. TimeOut contained undeclared hydroxythiohomosildenafil. 
Health Canada Nov/10  “Fat Burner No. 1” (labelled in Chinese characters translated as “Qian Mei Yin Zi”, an unauthorized Chinese herbal weight loss medicine, is being voluntarily recalled by Ying  
                                Tai TCM Supplying Ltd. after Health Canada lab tests revealed the product contains two pharmaceutical ingredients: a chemical similar to sibutramine  
                                (N,N- didesmethylsibutramine), and sildenafil. 
Health Canada Dec/10 “Durazest” and “Once More”: Certain lots of two male sex enhancement products recalled as they may pose serious health risks.  Certain lots (listed below) of two health  
                                products promoted for male sexual enhancement, “Durazest for Men” and “Once More,” have been voluntarily recalled by Natural Performance Products Ltd.  Health Canada  
                                laboratory tests identified the presence of a chemical similar to tadalafil (nortadalafil) in one lot of each product. 
Health Canada Dec/10 is informing Canadians that NorthRegentRx has begun to voluntarily recall its product, ResurreXX from the Canadian market. NorthRegentRx is requesting that wholesalers,  
                                distributors and retailers stop sale of this product since contained an undeclared substance "hydroxyhomosildenafil". 
Health Canada Dec/10 has been advised “Flat Stomach Concept Extra” is being voluntarily recalled by Les Produits Naturels Leblanc Inc due to missing label statements related to duration of use,  
                                risks and contraindications. Information missing from the label of Flat Stomach, a product contained within the Flat Stomach Concept Extra kit, may result in potential chronic use of  
                                aloe, which can lead to bowel dependence, and electrolyte imbalance. 
Health Canada Dec/10 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Slimming Beauty Bitter Orange Slimming Capsule  
                              (Slimming Beauty) The U.S. Food and Drug Administration warned consumers not to buy or use Slimming Beauty after FDA lab tests revealed that this product contains undeclared  
                              sibutramine.  2. Shaguar, Signature Signergy, VIGRX (green capsule), VIGRX (white capsule), VigRx, VigRX Plus New Zealand’s MedSafe warned consumers to not buy or use  
                              these products after they were found to contain undeclared sildenafil, hydroxyhomosildenafil, thiosildenafil, and/or tadalafil.  3. ArimaDex, Clomed  The U.S. Food and Drug  
                              Administration informed consumers that ArimaDex and Clomed are being recalled in the U.S. because they may contain an aromatase inhibitor. ArimaDex and Clomed are being  
                              voluntarily recalled by G.E.T. and KiloSports Inc., respectively. 
Health Canada Dec/10 Three Probiotic Natural Health Products May Pose Serious Health Risks to Canadians with Milk or Soy Allergies. Consumers with milk or soy allergies are advised that three  
                              probiotic natural health products are being voluntarily recalled from the market because they are labelled as not containing dairy(milk) and/or soy but may contain trace amounts of  
                             milk or soy protein from ingredients used in the production process. Saccharomyces Boulardii (NPN 80013551) Advanced Orthomolecular Research Inc. (AOR); Herbasaurs  
                             Bifidophilus for Kids (NPN 80015508)  & Acidophilus Bifidobacterium (NPN 80015336) by Nature's Sunshine Products of Canada Ltd & Cultures de Yogourt 2 Milliards  
                         (NPN 80013273 Bio-Dis Inc. 
Health Canada Jan/11 The product Synerate, manufactured for Strive and distributed by Upper 49th, is being voluntarily recalled from the Canadian market because of the risk of serious, potentially  
                             fatal adverse effects from the combination of the ingredients in the product.  Synerate, a product used for weight loss or body building, contains caffeine and synephrine, which is  
                             similar to ephedrine.  
Health Canada Jan/11 Nutrex Research Lipo 6X is being voluntarily recalled from the Canadian market because of the risk of serious, potentially fatal adverse effects from the combination of the  
                             ingredients in the product. It contains caffeine and synephrine, which is similar to ephedrine. 
Health Canada Feb/11 is advising consumers not to use the following foreign health products promoted for sexual enhancement due to the presence of unauthorized substances (PDE5 derivatives eg.  
                             sildenafil): 1. Aziffa, Erex, Eyeful, Hard Drive, Libidinal, Maxyte, Mojo, Monster Excyte, OMG, OMG45, Prolatis, Red Magic, Size Matters, Stiff Nights, Straight Up,  
                             Verect, WOW, Xaitrex, Xytamax, Zilex (with Golden Spear), Zotrex 2. Prolatis’ Duro Extend Capsules For Men  3. Tiger King  4. Vigor-25, Man Up Now 
Health Canada Feb/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Fruta Planta, Reduce Weight Fruta Planta  The  
                             U.S. FDA warned consumers not to buy or use Fruta Planta and Reduce Weight Fruta Planta after FDA lab tests revealed that this product contains undeclared sibutramine.   
                             2. RockHard Weekend (lots 100159 and 100260 sold as blister packs, 3-count bottles and 8-count bottles)  The U.S. FDA informed consumers of a nationwide voluntary recall of  
                             certain lots (see above) of RockHard Weekend and Pandora after lab tests confirmed the products contain an unauthorized substance similar to sildenafil that may pose similar heath  
                             risks.  3. Slimming Factor  The Australian TGA warned consumers not to buy or use Slimming Factor after TGA lab tests confirmed the presence of the undeclared substances  
                             sibutramine, fenfluramine and phenolphthalein. According to the TGA release, the product is sold over the Internet. 
Health Canada Mar/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Celerite Slimming Capsules: The U.S. FDA  
                            informed consumers of a company recall of CeleriteTM Slimming Capsules after it was found to contain undeclared sibutramine. 2. Herbal Flos Lonicerae (Herbal Xenicol) Natural  
                            Weight Loss Formula: The product was found to contain undeclared sibutramine at more than twice the dose that was normally prescribed before sibutramine was removed from the  
                            UK market in 2010. 3. Magicream: The Irish Medicines Board warned consumers not to buy or use Magicream after it was found to contain undeclared clobetasol propionate and  
                            ketoconazole. 4. Nite Rider Maximum Sexual Enhancer for Men - STUD Capsule for Men: The U.S. FDA informed consumers of a company recall of these products after they  
                            were found to contain undeclared sildenafil. 
Health Canada April/11 Consumers with milk or soy allergies are advised that four probiotic natural health products {Saccharomyces Boulardii (NPN 80013551), Herbasaurs Bifidophilus for Kids  
                           (NPN 80015508), Acidophilus Bifidobacterium (NPN 80015336), Cultures de Yogourt 2 Milliards (NPN 80013273)} are being voluntarily recalled from the market because they  
                           are labelled as not containing dairy (milk) and/or soy but may contain trace amounts of milk or soy protein from ingredients used in the production process. 
Health Canada Apr/11 has identified the presence of microbial contamination in “Mary Ginseng House 100% Pure High Calibre Pow Sum Ontario Ginseng”, that may pose a health risk to immune- 
                           compromised individuals. 
Health Canada May/11 “Omega Alpha Kidney Flush” Being Recalled from the Canadian Market: May Cause Serious Adverse Reactions in Pregnant Women and Kidney Disease Patients. 
Health Canada May/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions:  1. Dr.  Health Series CM Factor  The Hong Kong  
                           Department of Health warned consumers not to buy or use this product after it was found to contain an unauthorized substance similar to sibutramine that may pose similar health risks.  
                           2. Gold Seagull Long Zhi Wan, Venergy The Hong Kong Department of Health advised consumers not to buy or use these products after Gold Seagull Long Zhi Wan was found to  
                           contain undeclared glibenclamide, while Venergy was found to contain undeclared sildenafil.  3. JianBu HuQian Wan The HSA warned consumers not to buy or use JianBu HuQian  
                          Wan after it was found to contain undeclared dexamethasone and chlorpheniramine. 4. Rock Hard Extreme, Passion Coffee  The U.S. FDA advised consumers not to buy or use these  
                          products after they were found to contain undeclared sulfoaildenafil, which is an unauthorized substance similar to sildenafil and may pose similar health risks. 
Health Canada July/11 ”Man Up Now” Removed From Sale at Delta and Surrey Stores: May Pose Serious Health Risks to Canadians, was removed from sale at “O! Behave” retail stores in Delta and  
                          Surrey, B.C. after Health Canada’s testing identified undeclared sildenafil. 
Health Canada July/11 is advising Canadians that we have updated our list of unauthorized health products. These products were also removed from sale at Male and Female Harmony retail stores in  
                          Richmond and Burnaby, B.C., along with the Happy Paradise Adult Store in Burnaby. {Sildenafil: in BAOLONG Switzerland Rolex 168 Prolong Time, BAOLONG Yilishen, Black  
                         Gold, Herbal Viagra, "Jin Chong Chao - Golden Cordyceps", Lubiangaowansu, MAGNA-RX, MAXMAN II capsules, Shenrong dabuwan, Traditional Chinese Medicine  
                         Viagra, V100, VIGER, VigRX for Men, VINIX capsules, Wolf, "XiongBaTian", Zang Gong Mi Lian Nan Bao} & Zeng Bei Jiu Zhan-Tadalafil. 
Health Canada July/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Beline Capsules  The U.K. Medicine and Healthcare  
                         products Regulatory Agency (MHRA) advised consumers not to use Beline Capsules after it was found to contain undeclared chlorpheniramine, an over-the-counter antihistamine drug.   



                        2. Black Ant  The U.S. Food and Drug Administration warned consumers to immediately stop using Black Ant after it was found to contain undeclared sildenafil at an amount three times  
                        the starting dosage for the approved prescription drug product. 3. [Hua Tuo Brand] Youzhi Baoying Dan, [Lee Sze] Texiao Houtong Wan and Prolonged Man Power Essence  The  
                        Hong Kong Department of Health (HKDH) warned consumers to not use these products after they were found to contain excessive levels of mercury, lead, or arsenic, which are heavy  
                        metals. 4. Natural Vigra VIAGRA Tablets and Satibo Capsules  The Australian Therapeutic Goods Administration (TGA) advised consumers to stop using Natural Vigra VIAGRA  
                       Tablets after it was found to contain undeclared sildenafil, and Satibo Capsules after it was found to contain undeclared tadalafil and hydroxyhomosildenafil.  5. Slim Xtreme Herbal  
                       Slimming Capsules The U.S. Food and Drug Administration informed consumers of a voluntary recall after Slim Xtreme Herbal Slimming Capsules was found to contain undeclared  
                       sibutramine. 6. X-Hero and Male Enhancer The U.S. Food and Drug Administration informed consumers of a voluntary recall after X-Hero was found to contain undeclared  
                       sulfosildenafil while Male Enhancer was found to contain undeclared tadalafil. 
Health Canada July/11 is advising Canadians that we have updated our list of unauthorized health products to include a new product, Tibet Babao, which was found to contain undeclared sildenafil, a  
                       prescription erectile dysfunction drug. This product and several others have been removed from sale at the Happy Paradise Adult Store in Burnaby, B.C. 
Health Canada Aug/11 is advising consumers not to use the following foreign health products due to concerns about possible adverse reactions: 1. Celerite Slimming Tea The U.S. FDA informed  
                       consumers of a company recall of Celerite Slimming Tea after it was found to contain undeclared sibutramine. 2. Pink Lady for Women Capsules, St Nirvana Herbal Slimming  
                      Capsules The Australian TGA warned consumers not to use these products after Pink Lady for Women Capsules was found to contain undeclared tadalafil while St Nirvana Herbal  
                      Slimming Capsules was found to contain undeclared sibutramine and phenolphthalein. According to the TGA advisories, these products are sold over the Internet. 3. Fifteen products  
                     promoted for weight loss The Hong Kong Department of Health (HKDH) warned consumers not to buy or use these 15 products after they were found to contain at least one of the  
                    following undeclared substances: phenolphthalein, sibutramine, and/or an unauthorized substance similar to sibutramine. 
Health Canada Sep/11 Bi Yan Pian Recalled Due to Excessive Amount of Mercury. Wing Quon Enterprises Ltd has initiated a stop sale and is voluntarily recalling a natural health product, Bi Yan  
                     Pian (NPN# 80023876) from the Canadian market after the product was found to contain an excessive amount of mercury. 
Health Canada Oct/11 is advising Canadians not to use these foreign health products as they may pose a health risk. Slim Forte Slimming Capsules, Slim Forte Double Power Slimming Capsules,  
                     Slim Forte Slimming Coffee and Meizitang Botanical Slimming Soft Gel-The U.S. Food and Drug Administration warned that these weight loss products contain an unauthorized drug  
                     (sibutramine). OxyELITE Pro capsules and Pure Fat Three Days Reduce Weight capsules- The Australian Therapeutic Goods Administration warned that these weight loss products  
                     contain an unauthorized drug (sibutramine), or a prescription drug (yohimbine). SXL Sexcellence sachets- The Australian Therapeutic Goods Administration warned that this sexual  
                     enhancement product contains an unauthorized drug (sulfosildenafil). [W.S] Gan Mao Ling and Chaisentomg Baby’s Kam Chik San Powder - The Hong Kong Department of Health  
                     warned that these Chinese health products contain excessive levels of heavy metals (lead or arsenic). Huo Li Bao and Ren Sem Tu Chon Chin Kuo Pill - The Singapore Health Sciences  
                     Authority warned that these Chinese pain-relief products contain prescription and/or over-the-counter drugs (furosemide, piroxicam, chlorpheniramine, and/or dexamethasone). 
Health Canada Nov/11 is advising Canadians not to use these foreign health products as they may pose a health risk. 1. Zhui Feng Bao Wei San The Singapore Health Sciences Authority warned that  
                     this health product contains excessive levels of microbial contamination. 2. Metabolic Advantage The Singapore Health Sciences Authority warned that this weight-loss product contains  
                     prescription drugs (thyroid hormones). 3. Majun Dua Istimewa, Raja Maajun-Jerat Dan Seret Angin, and Horkut Chooi Foong Hor Lok Tan The Singapore Health Sciences  
                     Authority warned that these traditional medicines contain undeclared prescription and over-the-counter drugs (dexamethasone, indomethacin, chlorpheniramine, dextromethorphan and  
                     acetaminophen). 4. Tian Ma Tu Chung Seven Leave Ginseng, Vall-Boon Tongkat Al, and Pao Ni Kang  The Singapore Health Sciences Authority warned that these traditional herbal  
                     products contain prescription and over-the-counter drugs (dexamethasone, ketoconazole, repaglinide, pheniramine, and chlorpheniramine). 5. Slimming Kapsul The Hong Kong  
                    Department of Health warned that this weight-loss product contains an unauthorized drug (sibutramine) and a prescription drug  (spironolactone). 6. Pancre-Plus The Hong Kong  
                    Department of Health warned that this counterfeit Chinese medicine contains an unauthorized drug (phenformin) and a prescription drug (glyburide). 7. Maxidus capsules, Chao  
                    Jimengnan SuperPowerful Man tablets, Fu Yuan Chun capsules, and Qing Tian Zhu tablets  The Australian Therapeutic Goods Administration warned that these sexual enhancement  
                    products contain prescription drugs (sildenafil, tadalafil) and/or unauthorized drugs (sulfohydroxyhomosildenafil, sulfosildenafil). 
Health Canada Nov/11: An unauthorized health product, “Stiff One Hard 169” is being voluntarily recalled from the Canadian market after Health Canada’s testing identified an undeclared  
                    prescription medication in the product (thiodimethylsildenafil, an undeclared substance similar to the prescription medication sildenafil). 
Health Canada Dec/11 is advising "Yanshiwang", "Jin Kong Fu" and "Chong Cao She Bian Zhuang Yang Dan". These products were removed from sale at Male and Female Harmony retail stores  
                    in Richmond and Burnaby, B.C., along with the Happy Paradise Adult Store in Burnaby. These contained sildenafil. 
Health Canada Jan/12 advises:  1)17 weight loss products (see Alert for a complete list)  A-Slim 100% Natural Slimming Capsule, Acai Berry Soft Gel ABC, Advanced Slim 5 > 
                    DaiDaiHuaJiaoNang, Dream Body Slimming Capsule, Fruit Plant Lossing Fat Capsule, Health Slimming Coffee, Ja Dera 100% Natural Weight Loss Supplement, Leisure 18 Slimming  
                    Coffee, Lishou, Magic Slim Tea, Magic Slim Weight Reduction Capsule, P57 Hoodia, Pai You Guo Slim Tea, PhentraBurn Slimming Capsules, Slender Slim 11 Tengda. The U.S. Food and  
                     Drug Administration warned that these weight loss products contain unauthorized drugs (sibutramine, phenolphthalein).  2. Uprizing 2.0  The U.S. Food and Drug Administration warned  
                     that this body building product contains a controlled prescription drug (superdrol).  3. Get Stiff, Maxi Mize New Zealand’s Medsafe warned that these sexual enhancement products  
                     contain prescription drugs (tadalafil, vardenafil, yohimbine) and/or unauthorized drugs (hydroxyhomosildenafil, hydroxythiohomosildenafil).  4. Ying Da Wang tablets  The Australian  
                     Therapeutic Goods Administration warned that this sexual enhancement product contains a prescription drug (sildenafil).  5. Slimina weightloss capsules, S-shape slim capsules  The  
                     Australian Therapeutic Goods Administration warned that these weight loss products contain prescription drugs (propranolol, nifedipine) and/or unauthorized drugs (sibutramine,  
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Additional Pediatric Dosing Information for Physicians & Pharmacists (from 2008-2009 Formulary – The Hospital for Sick Children (Toronto, Canada) 
Aluminum & Magnesium Hydroxide infant 2.5-5ml po q1-2h 
    child 5-15ml po after meals & qhs 
Bisacodyl    0.3mg/kg/dose po 6-12h before desired effect 
Dextromethorphan    1mg/kg/day ( ÷ q6-8h) 
Dimenhydrinate    5mg/kg/day po/IV/IM/pr ( ÷ q6h) 
Diphenhydramine    5mg/kg/day po/IV/IM ( ÷ q6h) 
Docusate Sodium    5mg/kg/day po ( ÷ q6-8h or single daily dose) 
Iron – Treatment    6mg Fe++/kg/day po OD (or ÷ TID) 
Iron – Prophylaxis    0.5-2mg Fe++/kg/day given OD (or ÷BID-TID) 
Lactulose  - for Constipation   5-10ml/day po OD (double daily dose till stool produced) 
Mineral Oil (Heavy)   1ml/kg/dose po HS (Avoid in <1 yr old) 
Magnesium Hydroxide (MgOH) 80mg/ml  20-40 mg elemental Magnesium/kg/day po ( ÷ TID) –for treatment of hypomagnesemia 
   (33mg elemental Magnesium/ml)  
Polyethylene Glycol 3350 (Lax-A-Day)  Initial up to 1-1.5 g/kg/day x ≤3 days, then 0.4-1g/kg/day po   (Max 17g/day) 
Pseudoephedrine:    <2yrs 4mg/kg/day (÷ q6h prn) 
Ranitidine – Treatment   5-8mg/kg/day po (÷ q8-12h) x8 weeks 
Ranitidine – Maintenance   2.5-5mg/kg/day (given OD or divided bid) 
Senna Syrup   2-5yrs 3-5ml/dose qhs 
    6-12yrs 5-10ml/dose qhs 
Senna Tablet   6-12yrs 1-2 tablets/dose po qhs 
Sorbitol Syrup 70%    1.5-2ml/kg/dose po (Max 150ml/dose) 
 
   
Taste of some medications – MgOH, docusate, lactulose - may be masked by giving with milk (chocolate mix), juice or infant formula. 
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Extras:  Rimonabant ACOMPLIA –(not in Canada) cannabinoid receptor 1 blocker; 36% complete smoking cessation in final 4 wks of a 10 wk trial   Dose: 20mg/d   SE: nausea, depression, anxiety & ↓ weight.  xlviii,xlix,l ??Clonidine use  
Piper ME, Smith SS, Schlam TR, et al. A randomized placebo-controlled clinical trial of 5 smoking cessation pharmacotherapies. Arch Gen Psychiatry. 2009 Nov;66(11):1253-62.  {Nicotine lozenge, bupropion, and bupropion plus lozenge 

produced effects that were comparable with those reported in previous research, the nicotine patch plus lozenge produced the greatest benefit relative to placebo for smoking cessation.} 
e-Cigaretes: 1) nicotine containing electronic cigarettes (misnomer as aerosolizing delivery device + cartridge).  They are illegal in Canada. Current controversies with regulation in the USA.  Counsel patients to avoid; alternate products/approaches available for smoking cessation. 

2) Concerns: a) risk becoming starter product & skirt smoke free laws, b) potential toxicities, c) lack evidence for benefit as smoking cessation aid & strong potential to ↑ addiction, d) diversion of devices for use in delivering alternate drugs of abuse. e) short term use 
found to have adverse physiological effects, increased  flow resistance and decreased FeNO. f.) toxic and carcinogenic compounds still delivered in e-cigarettes but in lower concentration than traditional cigarettes 

Cytisine: Derived from an extract of golden rain acacia seeds; (1.5 mg oral tablets) in 740 adults who smoked ≥ 10 cigarettes/day and were willing to attempt to stop smoking permanently.  Patients were randomized to cytisine vs. placebo for 25 days.  The dose was 6 tablets for  
                the first 3 days, followed by 5 tablets/day on days 4-12, 4 tablets/day on days 13-16, 3 tablets/day on days 17-20, and finally 2 tablets/day on days 21-25.  All patients received minimal counseling during 4 clinical visits and 3 telephone calls over 12 months.  
                    Cytisine is currently available in Russia and Poland (at the equivalent of $6 to $15 per course). West 2011 
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Modified Fagerström Test for Nicotine Dependence  

 



 
1. How soon after you wake up do you smoke your first cigarette? 
Within 5 minutes (3 points) 
5 to 30 minutes (2 points)  
31 to 60 minutes (1 point) 
After 60 minutes (0 points) 

2. Do you find it difficult not to smoke in places where you shouldn't, such as in church or school, in a movie, at the library, on a 
bus, in court or in a hospital? 
Yes (1 point) 
No (0 points) 

3. Which cigarette would you most hate to give up; which cigarette do you treasure the most? 
The first one in the morning (1 point) 
Any other one (0 points) 

4. How many cigarettes do you smoke each day?  
10 or fewer (0 points) 
11 to 20 (1 point) 
21 to 30 (2 points) 
31 or more (3 points) 

5. Do you smoke more during the first few hours after waking up than during the rest of the day? 
Yes (1 point) 
No (0 points) 

6. Do you still smoke if you are so sick that you are in bed most of the day, or if you have a cold or the flu and 
have trouble breathing? 
Yes (1 point) 
No (0 points) 

Scoring: 7 to 10 points = highly dependent; 4 to 6 points = moderately dependent; less than 4 points = minimally dependent. 

FIGURE 1. Modified Fagerström test for evaluating intensity of physical dependence on nicotine. 
Adapted with permission from Heatherton TF, Kozlowski LT, Frecker RC, Fagerström KO. The Fagerström test for nicotine dependence: a revision of the Fagerström Tolerance Questionnaire. Br J Addict 1991;86:1119-27. 
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Extras: 

 Oct/11 The FDA has granted accelerated approval for deferiprone (Ferriprox) to treat transfusion-related iron overload in patients with thalassemia who do not respond to prior chelation therapy. The drug, an oral iron chelator, is the  
            first new treatment approved for this disorder since 2005, according to the agency. Agranulocytosis was noted in about 2% of patients in clinical studies. Other adverse effects included nausea, arthralgia, vomiting, neutropenia,  
            and increased alanine aminotransferase levels. 
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Academic Detailing: 

o BC CDUP: http://www.cdup.org/  
o Dalhousie: http://cme.medicine.dal.ca/ADS.htm  
o Pennsylvania (RxFacts.org): http://www.rxfacts.org/detailing.php  
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Extras Continued: 
Quotes 

 “it takes more than 2½  minutes to assess a patient for a possible opioid prescription” ;  a challenge, especially  for busy walk-in and minor emergency types of practice  “Its OK to say ‘No’” 
  “it takes only 30 minutes to argue, but only 30 seconds to write a Rx”; reflecting the realities and frustrations of everyday practice.     “I didn’t realize how big a problem Rx opioids were on the street” 

 
UK Study Ranking - most harmful drugs: overall, to individual and to society.  

o Nutt DJ, King LA, Phillips LD; on behalf of the Independent Scientific Committee on Drugs. Lancet. 2010 Oct 29. Drug harms in the UK: a multicriteria decision analysis.  
o BACKGROUND: Proper assessment of the harms caused by the misuse of drugs can inform policy makers in health, policing, and social care. We aimed to apply multicriteria decision analysis (MCDA) modelling to a range of drug harms in the UK. METHODS: Members 

of the Independent Scientific Committee on Drugs, including  two invited specialists, met in a 1-day interactive workshop to score 20 drugs on 16 criteria: nine related to the harms that a drug produces in the individual and seven to the harms to others. Drugs were scored 
out of 100 points, and the criteria were weighted to indicate their relative importance. FINDINGS: MCDA modelling showed that heroin, crack cocaine, and metamfetamine were the most harmful drugs to individuals (part scores 34, 37, and 32, respectively), whereas  
alcohol, heroin, and crack cocaine were the most harmful to others (46, 21, and 17, respectively). Overall, alcohol was the most harmful drug (overall harm score 72), with heroin (55) and crack cocaine (54) in second and third places.  INTERPRETATION: These findings 
lend support to previous work assessing drug harms, and show how the improved scoring and weighting approach of MCDA increases the differentiation between the most and least harmful drugs. However, the findings correlate poorly with present UK drug classification, 
which is not based simply on considerations of harm. FUNDING: Centre for Crime and Justice Studies (UK). 

 
Salvia leaves (magic mint, diviner’s sage, sally D, purple sticky) 

o Member of mint family, smoked or chewed. Contains salvinorin A, a selective kappa opioid receptor antagonist; does not bind to 5HT2A receptors like other hallucinogens.  Halucinogen effects rapid & last <30min.  SE: dysphoria, diuresis, chills, headache, insomnia, 
exhaustion, loss of control, impaired coordination & judgement ( = DANGEROUS!).  Sensationalized in SK by Saskatoon media DJ who smoked herb on live broadcast in Dec 2010. 

Angel’s Trumpet: (Angel’s tears, Apple of Peru, Green Dragon, Devil’s trumpet) 
o Alkaloid (atropine, scopolamine) containing flowers & stem.  Each flower contains 0.2mg atropine & 0.65mg scopolamine; 3-6 flowers causes hallucinations; 9+ flowers can be life-threatening.  Commonly ingested by making a tea.  Effects in 1-4hrs; duration  24+hrs.    

SE: mydriasis, dry mouth, tachycardia, fever, erythema, constipation, ↑↑ thirst, retrograde amnesia & anxiety; arrhythmias & CV collapse / respiratory failure in high doses.  ( = DANGEROUS!)   
“Bath Salts” PABS for abuse: are actually designer stimulants (e.g. methylenedioxpyrovalerone-MDPV, NRG-1; mephedrone-M-Cat, Meow, 4-MMC, Bubbles; methylone-methylenedioxymethcathinone, bk-MDMA,M1, Explosion) being sold in shops & online.  Cloud 9, Ivory Wave, Vanilla Sky, Purple Wave, Blizzard, Blue Silk, etc.   
                      Common in UK, now USA via New Orleans, India, China.   
                      Similar effects (↑HR, paranoia, psychosis) & tx as stimulants. May/11 CDC: MMWR- Emergency Department Visits After Use of a Drug Sold as "Bath Salts" --- Michigan, November 13, 2010--March 31, 2011 ht tp: / /www.cdc.gov/mmwr/pdf /wk/mm60e0518.pdf  

Two common ingredients: MDPV (a dopamine & norepinephrine (NE) reuptake inhibitor  stimulant); mephedporone: MAOI effects that ↑ 5HT, NE, & DA at neuronal synapses (AEs: agitation, aggression, anxiety, bruxism, chest pain, confusion, diaphoresis, headache, 
hyperreflexia, ↑BP, N&V, palpitations, periopheral vasoconstriction, pareshtesia, psychosis, seizure, ↑HR.) 

                      Sep/11: DEA invoked its emergency authority necessary to protect the public & will make Schedule 1 substances in 30 days from now.  
                      Ross EA, Watson M, Goldberger B. Bath Salts Intoxication. NEJM. 2011 Sep 8;365(10):967-8. 
  Aboujaoude E. Psychology Today, Apr 2012: Accessed 09 May, 2012 http://www.psychologytoday.com/blog/compulsive-acts/201204/bath-salts. 
 
Synthetic Cannabinoids – common in herbal incense products 

• Full agonists of CB1 & therefore ↑potential for overdose & toxicity 
• ↑ association with seeking medical attention. AEs: agitation, altered time perception, anxiety, dysphoria, ↑BP, listlessness, hallucinations/psychosis, nausea, paranoia, seizures, tachycardia.  

 
Videos – informational related to teen drug recreational drug use (for teens, by teens) ‐ Canada 

Unwasted ‐ 4 videos by teens regarding gambling, alcohol, marijuana, opioids/oxycontin: http://unwasted.ca/; or  http://unwasted.ca/the‐pressures ( ) 
Mixing prescription drugs and alcohol. http://itdoesntmix.ca/ 
Your when moment (videos from Nova Scotians): http://changingtheculture.ns.ca/  

Videos – other 
Addressing the risk of diversion of Rx drugs; secure storage of medications.  Powerful. http://www.youtube.com/watch?v=‐sunbJDZe1whttp://www.youtube.com/watch?v=‐sunbJDZe1w 

 
 
Guidelines of interest: 
Buprenorphine/Naloxone for Opioid Dependence: Clinical Practice Guideline CAMH: http://www.cpso.on.ca/uploadedFiles/policies/guidelines/office/buprenorphine_naloxone_gdlns2011.pdf 
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Organ Transplant Facts:  
Canada: There were 2,083 solid organ transplants in Canada, as compared with 2,188 in 2007, according to Canadian Organ Replacement Register statistics  
(http://cihi.ca /cihiweb/dispPage.jsp?cw_page=AR3230_E&cw_topic=3230). The total number of organ donors also decreased, to 1038 from 1046 in 2007.  
Roughly 4380 Canadians were on waiting lists for transplants as of Dec. 31, 2008. — Sabrina Doyle, Ottawa, Ont. http://secure.cihi.ca/cihiweb/dispPage.jsp?cw_page=media_20091222_e 

 

Organ Donor Activity in Canada, 1999 to 2008   http://secure.cihi.ca/cihiweb/products/CORR_AiB_EN_20091222_rev20100106.pdf   
During the past decade, the number of organ donors in Canada increased from 812 to 1,038 per year; living donors accounted for 69% of this increase. While there were increases in organ donation during the past decade, 

the demand for organs also grew. For example, in the case of kidneys, the incidence rate of end-stage renal disease increased from 149 to 168 per million population. The availability of donated organs in Canada rose by 
more than one-quarter (28%) over the past decade, but this increase is not keeping pace with demand. More than 1,000 Canadians donated organs in 2008, up from 812 in 1999, according to a new study released today 
by the Canadian Institute for Health Information (CIHI). With an increase in the number of Canadians with organ failure, combined with medical advancements that are keeping these patients alive longer, the results show 
an increase in the demand for organs. Last year, about 215 Canadians died while waiting for an organ transplant. A national paired exchange program has been launched for donor and recipient pairs who do not match 
as an initiatives to maximize the number of live-donor organs available at http://www.ccdt.ca/english/ldpe/index.htm called the Living Donor Paired Exchange Registry (LDPE). 

According to the Canadian Organ Replacement Registry's 2008 annual report, there were an estimated 33,832 people with end-stage renal disease in Canada at the end of 2006, an increase of 69.7% since 1997. Of these, 
20,465 were on dialysis and 13,367 were living with a functioning kidney transplant.  

 

US Dept of Health and Human Services: Organ Procurement and Transplantation Network (OPTN) Data reports: http://optn.transplant.hrsa.gov/latestData/viewDataReports.asp  
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