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Dockets Management Branch (HFA-305) 
FDA 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

RE: Docket No. OlD-0193 

Dear Sir or Madam: 

Enclosed please find two copies of the comments from Advanced Sterilization Products for the 
draft guidance entitled Premarket NotiJicationq [5I OF)] for Biologic& Indicators Intended to 
Monitor Sterilizers Used in Health Care Facilities submitted under Docket No. Ol D-0193. 

Should you have any questions concerning these comments I can be reached at 949-453-6410 or 
at the FAX number listed below. 

Sincerely, 

Kevin Corrigan fY 
Director, Regulatory Affairs 

DIVISION OF ETHICON, INC. * 33 TECHNOLOGY DRIVE o IRVINE, CA 92618 0 (949) 581-5799 FAX (949) 789-3900 



Comments to: Premarket Notifications [5 10(k)] for Biological Indicators Intended to Monitor Sterilizers Used in 
Health Care Facilities; Draft Guidance for Industry and FDA Reviewers - Docket No. OlD-0193 

is inconsistent as to whether it 

manufacturing change) would require a new 5 1 O(k). This is inconsistent with the 
uidance on when’s new 5 10 

ou mean an 

II. F. Why are complete protocols and study reports required? Summaries should be 
sufficient for the determination of Substantial Equivalence (SE). This seems overly 
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Comments to: Premarket Notifications [S 1 O(k)] for iological Indicators Intended to Monitor Stefilizers USed in 
Health Care Facilities; Draft Guidance for Industry and FDA Reviewers - Docket No. OlD-0193 

Section 
III. A. Note (page 9) 

III. D. (page1 1) 

III. E. 1 (page 11) 
III. E. 5 &age 12) 

III. E. 7. (page 12) 
III. E. 8 .(page 12) . 

III. G. 1. (page 12) 
III. G. 1. (page 12 
III. G. 2. Content 4 (page 13) 

III. G. 2. Content 10. A. (page 13) 

III. G. 2. Content 10. B (page 13) 
III. G. 2. Content 10. C (page 13) 

III. G. 2. Content 10. G (page 13) 
III, H second paragraph (page 14) 

III. H. 1. Table 2 (page 15) 

Comment 
This is very narrow. Does this mean that anyone that the sponsor wishes to discuss 
*he submissi~an with~FDA must be listed as an official contact person in the 
submission? Example: Scientists working for the manufacturer but not listed as a 
contact person. 
Clarify that a minimum of one predicate device is needed and that the purpose of the 
comparison is to establish Substantial Equivalence. 
Need a definition for “valid science”. 
This is essentially a manufacturing section and is not required in a 5 10(k) [only a 
PMA]. This is not least burdensome! 
Much too detailed for a 510(k). This is not least burdensome! 
This is essentially a manufacturing section and is not required in a 5 10(k) [only a 
PMA]. This is not least burdensome! 
Second sentence should read: “Submit all avadable product labeling in the 5 1 O(k).” 
How would the applicant know when to submit the final draft labeling? 
How would the manufacturer ever be able to cover all situations when the BI should 
not .be used? 
This does not reflect current practice for cleared BIs. What is the purpose for this 
new requirement? 
This information is likely not in most currently cleared sterilizers. 
Please explain what this is intended for? The majority of cleared BIs do not have 
this information. Is the manufacturer going to set hospital policy? 

-~ This section is unclear. Is this intended only for self-contained BIs? 
The term “paper strip” is too narrow. Not all processes are compatible with paper 
strips. Suggest “packaged carrier”. 
Add Hydrogen Peroxide Plasma = Bacillus stearothermophilus 
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Comments to: Premarket Notifications [S 10(k)] for Biological Indicators Intended to Monitor Sterilizers Used in 
Health Care Facilities; Draft Guidance for Industry and FDA Reviewers - Docket No. OlD-0193 

ion in peer-reviewe 

The formulas o ly to steam and EtO. 
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Comments to: Premarket Notifications [S 1 O(k)] for Biological Indicators Intended to Monitor Sterilizers Used in 
Health Care Facilities; Draft C&dance for Industry and FDA Reviewers - Docket No. OlD-0193 

1 III. J. 2. @age 22) 1 The definition here is inconsistent with the definition of a test pack in the definitions 

V. Checklist 
VI. (page 27) (2nd paragraph] 

section. 
The changes in the body of the document will need to be reflected in the checklist. 
A summary of the data is all that the paradigm requires. This is not least 

1 burdensome! 
VI. first section 3. (page 27) 
XIII. Scope [ lSt paragraph] (page 35) 
XIII. 2. (page 35) 
XIII. 3. (page 35) 

i 

XIII. 8. (page 36) 
XIII. (page 37) Last paragraph on page. 

Too broad a requirement. 
Change “strip” to “carrier”. 
The parameters will likely be different for each lot. 
Should be a “reduced extent of treatment” (not limited to time reduction). 
What is the justification for the 8 hour time limit? 
Does FDA want to see 97% or >97% grow out? Please clarify. 
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PLEASE FOLD THIS SHIPPING DOCUMENT IN HALF AND PLACE IT IN A WAYBILL POUCH AFFIXED 
TO YOUR SHIPMENT SO THAT THE BAR-CODE PORTION OF THE LABEL CAN BE READ AND SCANNED. 
WARNING: USE ONLY THE PRINTED ORIGINAL LABEL FOR SHIPPING. USING A PHOTOCOPY OF 
THIS LABEL FOR SHIPPING PURPOSES IS FRAUDULENT AND COULD RESULT IN ADDITIONAL 
BILLING CHARGES, ALONG WITH THE CANCELLATION OF YOUR FEDEX ACCOUNT NUMBER. 

---I-- ---~-u-~-I-~II--.-_I----Iu-----------.-~~-~-I------ 

FROM: Kevin Corrigan (949)453-6410 
Advanced Sterikation Products 
33 Technology Drive 

Irvine, CA 92618 

TO: Dockets Mgmt. Branch (HFA-305) (301)827-2410 SHIP DATE: 17AUGOl 
FDA MAN-WGT: 1 LBS 
5630 Fishers Lane 
Room 1061 

Rockville. MD 20852- 
REF: I~~~n~~~~~nniniinn~iini~niinni~~niini~~ninii~~niiininiin~niiii~in~ii 
DELIVERY ADDRESS BARCODE (FEDEX-EDR) 

CAD #4442189 PRIORITY OVERNIGHT 

TRK # 7916 3951 2795 FORM 0201 
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