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C1-Winn = Winnebego County

C2-SC = South Carolina

C-3-DS = Don Smith, Tucson,  consultant to Smart Tan, also individual response

C4-Aegis = Aegis, Robert Wagner

C-5-Caswell  = Mike Caswell

C6-Sylv = Sylvania

C7 Sperti

C8-NW =  Northwestern Univ

C9 - Wolff = Wolff Systems

C10 = Caswell = Mike Caswell

C11-AZ = Arizona

C12-WA = Washington state

C13-Interelectric

C14-Sun

C15-DS = Don Smith, Tucson,  consultant to Smart Tan, also individual response 

C16-AAD = Acad of Dermatology

C17-ST = Smart Tan Network

C18 = SAE = Suntanning Assoc for Educ

C19-SCF = Skin Cancer Foundation

C20- Mayhall = Mayhall of Michigan

C21-TX = Texas

C22-Ainsleigh = H. Gordon Ansleigh

C23NW = Northwestern Univ.

C24-Ansleigh

C25-Universal = Universal Insurance Co

C26-Trop = Tropical Tan

Exposure Schedules

Problems with current exposures schedules:

1. Need real time measurements of lamp output C19-SCF

2. 95% of salons not following exposure guidelines C23- NW

3. 1/3 of salons starting at maximum exposure setting

4. no insurance problems C25 – Universal

5. definition of UVB (290 –320 CDER)(280-320 IEC)(260-320 CDRH) - C10-Caswell

6. need consistent definitions of UVA1,UVA2, UVB, and UVC – C15-DS

7. need to include exposure schedules in performance standards – C2-SC

8. pay particular attention to new bulbs (more dosage) – C12 WA

9. use of MED is confusing – use the method of NOAA (UV index) C14 – Sun

10. the current FDA exposure schedule tans with no burns – C10-Caswell

11. the current FDA exposure schedule doesn’t tan people until after several sessions – C5-Caswell, C15-DS 

12. Much of the current recommended exposure schedules was developed for phototype I

Different schedule for different phototypes:

1. Need to consider level of existing tan – C9-Wolff

2. Schedules are needed for different skin types – C1-Winn, C9-Wolff

3. Use Fitzgerald Scale C21-TX

4. Use 9 different phototypes – C15-DS

5. a detailed exposure schedules for 9 different phototypes, included previous tans, and different starting doses.  Uses UV index and UBERS – C15-DS

Time between exposures:

1. 48 hours between exposures – C1-Winn

2. Confusion in the question about “Have you tanned in the last 24 hrs.? C!-Winn

3. At least 24 hours between exposures – C2-SC

4. 24 hours between exposure (mandatory), 48 hours (recommended – C11-AZ

5. Need table of time of exposure with different endpoints – C4-Aegis

6. “bi-weekly reference is confusing – C2-SC

7. "avoid too frequent or lengthy exposures" - C2-SC

Other scheduling concerns:

1. Different type lamps with Te = ½ normal (?) C7-Sperti

2. Post schedules in entry way C9 – Wolff

3. Use UV index for exposure schedules – C9-Wolff, C15-DS, C17-ST

Other miscellaneous concerns:

1. Ban sunlamps – AMA resolution 217-I-94 C16-AAD

2. Exclusion criteria C19-SCF, C10-Caswell

3. Need better state-FDA relations.  FDA often doesn’t notify states about inspections – C2-SC

4. Put FDA inspection reports on public display – C2-SC, C16-AAD

5. stop ads for unlimited tanning – C2-SC

6. change regulatory control for tanning preparation used exclusively in salons from CDER to CDRH – C5-Caswell

7. FDA is the problem, doesn’t carry out inspections and regulate well.  Salons get away with lots of illegal activites, or improper activities – C2-SC

Training:

No disagreement – all emphasized importance of training

1. training in exposure schedules are needed – C1-Winn, C2-SC

2. there is a lack of care in carrying out exposure schedules and warning about eye protection – C16-AAD

3. need for a strong training program – C16-AAD

4. important to inform customers, particularly about drug interactions – C26-Amy Leslie

5. A trained operator should cover the topics in FDA’s warning label with first-time tanners C17-ST

6. Salons are an excellent place for educational materials, can take them home – C15-DS

Warning labels:

1. needs to be expanded, not reduced.  Add more about drug warnings – C2-SC

2. put important warnings in different color text, larger print – C2-SC, C11-AZ, 

3. simplify warnings – C11-AZ

4. What would you leave out? C15-ST

5. Put warnings on the external part of system, where it is easier to read – C6-Sylv

6. Just use a warning symbol – C7-Sperti

7. Emphasize compliance issues, not warnings (nobody reads them anyway) – C9-Wolff

8. Need stronger warnings – C16-AAD

9. Present warnings are not read.  Post them more prominently – C16-AAD

10. No “safer than the sun” claims – C19-SCF

11. Need photoaging claims – C19-SCF

12. Photoaging is not a “disease”.   C5-Caswell

13. Warn against photoaging – C19-SCF

14. No photoimmunological warning.  This happens at 5-10 MED per day, not 0.75 of tanning salons ?? C5-Caswell

15. Post skin cancer photos as part of the warnings – C17-C21-TX

16. Post warnings in the lobby or at the front desk.  More effective than in the room, where people are in a hurry to undress and get started – C15-DS

17. put into warning “if you see light, change eye protection – C2-SC

18. Need a separate warning for HID fluoro lamps – C6-Sylv

19. Warn about dangers from high pressure UVA lamps – C22-Ansleigh

Informed Consent:

1. Require informed consent forms – C11-AZ

2. Yes, require them – C16-AAD

3. Most professional salons require customers to sign consent forms – C17-ST

4. No minors in salons without parental consent – C16-AAD

Melanoma warnings:

1. evidence not strong enough.  May be caused by overdiagnosis.  “heating” argument.  19 epi studies reviewed – C2-SC, C25 Amy Leslie, C15-DS (S&W paper), C17, ST (S&W review)(Christoper paper), C5-Caswell (4 studies cited), 

2. Yes, put in a melanoma warning – C18-SCF

3. Much of the melanoma increase may be due to overdiagnosis and removal of thin lesions - C15-DS, C17-ST

4. Epidemic increase in melanoma has flattened in Canada C17-ST

5. More melanoma in men.  More women tanners C17-ST

6. Sunscreens don't protect against melanoma (Berwick) C17-ST


Put warnings in catalogues, etc.

1. Yes, C2-SC, C11-AZ, C16-AAD

2. No, less effective than putting them on lamp or system – C7-Sperti

Timers:
1. change to a digital timer – C2-SC

2. separate port with a remote override timer – C2-SC

3. separate the timer from the emergency shutoff switch – C2-SC

4. timer re-set instructions are confusing – C2-SC

5. operators, not clients, should operate timers – C19-SCF

6. shutoff switch should be in hands of client – C19-SCF

Eyewear:
1. better instructions needed – C2-SC

2. several current model do not fit and allow light to eye – C2-SC

3. put into warning “if you see light, change eye protection – C2-SC

Booths:

1. Put requirements for tanning booths into the Performance standard C2-SC

Sanitation of pillows and beds:
1. monitor sanitation of pillows and beds - C2-SC

Efficacy ratings for bulbs:
1. Yes, rating system is needed – C2-SC

2. Several US states misinterpret FDA replacement policy, and fines result – C4-Aegis

3. Put any rating system in the hands of the bulb manufacturer, not in systems manufacturer or salon – C4-Aegis

4. Use the erythemal action spectrum and a UVB/UVA limit.  Eliminate UVC/UVB ratio for fluoro bulbs (offers detailed rating system) – C6-Sylv

5. Use a maintenance factor (age of bulb) – C6-Sylv

6. Test according to the NVLAP – C6-Sylv

7. Use different plug connectors for different classes of bulbs – C11-AZ

8. Use only 4 categories (10,15,20,30 min), develop system with Bob Sayre – C13 Interlectric

9. Sunlamps are Class I devices, no pre-market notification necessary.  States and some FDA inspectors don’t know this – C4-Aegis

10. Yes, a better classification system, but training is much more important – C16-AAD

11. Need a separate classification for HID fluoro lamps – C6-Sylv

12. Dangers from high pressure UVA lamps – C22-Ansleigh, C2-SC

13. eliminate use of melanogenic action spectrum, use only erythemal – C6-Sylv

14. Too much UVA from UVA only bulbs – C6-Sylv

15. Need computerized documentation in each salon for lamps testing

16. Do real-time monitoring of dosage, just as in medical procedures C19-SCF

Re-certification:
1. need standards for re-cert., labels, and manufacturing info. C1-Winn

2. re-certify only by producers.  Others might void testing lab data – C9-Wolff

3. make certification labels legible and permanent (many now are not so) – C11-AZ

4. re-certification could void UL and ETC listings, and may change insurance status – Don’t encourage re-cert.  C14-Sun

5. make sure re-certification is linked to warranties – C16 DS  (See his list of 6 items)(sect 17)

6. use UV index to help solve re-certification problems.  See six requests (sect 17) – C15-DS

Testing of lamps:

1. standard, detailed and reproducible test protocols needed – C2-SC, C9-Wolff

2. test according to the NVLAP – C6-Sylv

3. two measurements needed, at 0 and 50-100 hours – C9-Wolff, at 0 and 100 – C17 ST

4. new bulbs have led to burns, when dosage not measured.  Could do very much in reducing damage, more than anything else.  Very important – C12-WA

5. use the UV index for lamps, beds, salons, and regulators – C15-DS, C-17-ST

Testing of lamps versus testing of systems:
1. only lamp testing needed for MRET – C4-Aegis

2. requirements should be on lamp manufacturers only – C4-Aegis

3. testing of systems very important (reflection, etc.).  Testing of lamps only is misleading – C6-Sylv

4. don’t use IEC standard.  It addresses lamps only, not systems – C9-Wolff

5. use the IEC standard – C11-AZ

Biological basis for standards:
1. the Stern paper on PUVA is irrelevant – C3-DS

2. UVA causes damage from production of free radicals after interaction with t-UA – C8-U of Illinois

3. UV is UV, whether from the sun or lamps – C16-AAD

4. Photoaging is an important, new endpoint – C19-SCF

5. Photoaging is not a “disease”.   C5-Caswell

6. Very few cancer deaths, mostly cancer cases - C15-DS

7. Tanning is an injury – C16-AAD

8. So, is building muscle.  Both muscle building and tanning cause “damage” which leads to protective mechanism.  “Damage” is misleading – C17-ST

9. Tanning doses cause more cancer and more photoaging than burning doses – C19-SCF (get references) – C19-SCF

10. Worse effects on young tanners – C19-SCF

11. Tanning as a protective mechanism is irrelevant for types I and II – C19-SCF

12. Types II (two different categories) can tan – C15-DS

13. UV is neither “safe” or “unsafe”.  UV is necessary for life – C17-ST

14. Sun avoidance campaign doesn’t work.  It doesn’t meet the “make sense” criteria.  Use the European School of Oncology Advisory Report (get reference) – C17-ST

Benefits of UV radiation:

1. Tans protect.  Burns are the culprit.

2. prohibit ads for benefits – C16-AAD

3. need balance, risks AND benefits – C15-DS, C17-ST, C20-Mayhill (MI)

4. no evidence for benefits.  Confounding factors in these studies. – C19-SCF (pg.4)

5. UV leads to reduced incidence of breast, prostate cancer.  (25-65% reduction). Reduct. in osteoporosis, etc.  Long lists of benefits. – C15-DS, C17-ST

6. Without UV, a “Vitamin D” winter – C22-Ansleigh

7. No vitamin D deficiency among XP patients. Data of Kraemer. C16-AAD

8. Tans are photoprotective – C17-ST, C15-DS (get Holly reference)

9. One million psorasis patients use tanning salons.

10. Any dose is overexposure – FDA comment from A.J.

11. Overexposure is any dose greater than the TUVR dose. C 15-DS

12. UV is not a “carcinogen”.  It’s a co-carcinogen – C15-DS

13. Better school scores with UV exposure (sunlight was term used in article)

14. UVA negates some of the bad immunological effects of UVB

The thermoprotective effect of tans – (C15-DS):

1. Christopher article suggests that heat, not UV, is causing melanoma epidemic

2. Kraemer article mentions thermoprotection

3. Can get erythema at 41.5 degree Centigrade, painful at 42 degree. (get reference)

4. Melanin is thermoprotective (get reference).

Protest of the ANPRM process (C15-DS):

1. Amending Performance standard is a "poor use of FDA's limited resources"

2. Cyr didn’t supply real-time info.

3. Cyr didn’t respond to questions about Sayre

4. Failure to identify Miller et al. article as one linking melanoma to sunlamps

5. FDA didn’t suspend and revise the ANPRM

6. The ANPRM wasn’t balanced – didn’t include benefits

7. FDA is “biased” against the tanning industry

8. FDA is only catering to the dermatology “sun scare” campaign.

9. FDA didn’t consult industry

10. FDA didn’t take into account the economics of its actions

11. This whole mess was caused by one person – Sayre

12. Qui bono? – who benefits.  Conspiracy of the sunscreen industry

13. FDMU statements are unchallenged, including FTC statements

14. Melanoma warning wouldn't stand up in a court of law

13.  A risk-benefit calculation should have been done.  DS did one.

Work with industry:
1. adopt 9 phototypes

2. adopt UV index

3. change parameters for first exposures

4. put in benefits statement

5. 21 mJ/cm2 as baseline for phototype 2A

6. link sunscreen use to phototype

7. “truth about tanning” booklet on FDA website

8. include a true “risk-benefit” statement 

9. phase in the above implementation plan

10. periodic meetings with FDA-industry

11. 7 industry TEPRSSC members  (named)

12. national registry of salons

13. computerized data base for salons.  One designed by DS

14 fair treatment

Industry profile:
1 52,000 salons

2 250,000 full and part time employees

3 $5 billion industry 
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