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	Section
	FR Page Number
	Comment

	310.305(c)(2)(v)(C)

(vi) & (vii)
	12474
	The requirement of having to keep track of 15 day follow up reports and 30 day follow up reports will be cumbersome and confusing for manufacturers.  Suggest that all follow up reports be 30-day follow up reports.

	310.305(c)(2)(v)(C)

(viii)
	12474
	Section is inconsistent with ICH Standard. Change section to be consistent with ICH E2A Attachment 1 Number 4 concerning post mortem information.

	310.305(d)(4)
	12475
	 In Box G1 of the FDA Form 3500A, retain the company administrative contact information for general questions and communication.  Separately, contact information for the licensed physician responsible for the content and medical interpretation of the data contained within the form be located in Box B5 of FDA Form 3500A at the conclusion of the narrative section.

	310.305(e)
	12475
	This section should be reviewed against the HIPAA regulations to ensure that the two regulations are consistent.

	314.80(a)
	12477
	For definition of Company Core Data Sheet clarification is needed on “listed” and “unlisted”. The company core data sheet is different than product labeling, therefore “listed” and “unlisted” needs to be noted as specific to the labeling of the product.

	314.80(a)
	12477
	For definition of Listed SADR the term “consistent with” is vague.  Replace “consistent with” with “are specified to the product labeling”.

	314.80(c)
	12478
	Clarification is needed to understand when a periodic report and when a PSUR will need to be reported.  In addition clarification is needed to understand the requirement if a product is a global product.  In this case will only a PSUR be required or both a PSUR and a periodic report.

	314.80(c)(2)(ii) and (iii)
	12479
	Change requirement to report in specific time frames that the complete information on a SADR is not available, instead require the manufacturer to document efforts to obtain information in the manufacturer’s SADR file and only file follow up reports to the agency when the manufacturer receives new information on the specific SADR. 

	314.80(c)(3)
	12480
	Section states, “The international birth date for combination products is the international birth date of the human drug product containing the drug substance most recently approved for marketing.” Change this section to state the international birth date for combination products is the first date marketed. This will be consistent with the ICH Standard.

	14.80(c)(3)(E)
	12482
	Delete this section, as Worldwide patient exposure is not a requirement of ICH E2C.

	314.80(c)(3)(F)(v)
	12482
	Delete this section, as the requirements in this section are not required by ICH E2C.

	314.80(c)(3)(K)(1)
	12482
	Delete the requirement for providing a the company core data sheet for the next reporting period because a copy of the company core data sheet for the current PSUR is already required. Only one Core Data Sheet should be required for each reporting period.

	314.80(c)(3)(K)(2)
	12482
	Delete the following  “Specify any safety information that is included in the CCSI but not in the U.S. labeling and provide an explanation for the discrepancy” because it requires extra work on the part of the reporter and it is above and beyond what is required by ICH.

	314.80(c)(3)(K)(4)
	12483
	Delete this section, as it is redundant and provides no additional information.

	314.80(c)(3)(K)(5)
	12483
	Delete this section, as it is redundant and adds no additional information.

	314.80(c)(3)(K)(6)
	12483
	Delete this section as the information is covered in other reporting and is redundant.

	314.80(c)(3)(K)(9)
	12483
	This type of information should be covered by a guidance document, as there is no common denominator for doing the estimate of patient exposure.  If section remains further clarification of what is expected must be provided.  

	314.80(c)(3)(K)(11)(iii)
	12483
	The schedule provided is very confusing and should be simplified to provide a set schedule of reporting requirements.

	314.80(c)(3)(J)(11)
	12485
	 In Box G1 of the FDA Form 3500A, retain the company administrative contact information for general questions and communication.  Separately, contact information for the licensed physician responsible for the content and medical interpretation of the data contained within the form be located in Box B5 of FDA Form 3500A at the conclusion of the narrative section.

	314.80(c)(4)(D)(ii)
	12485
	Need to clarify what is meant by the latest version of MedDRA because you have up to 60 days to implement a new version of MedDRA.

	314.80(h)
	12486
	Change section to allow giving the applicant notice that withdrawal of approval is contemplated and time to appeal to the agency before the actual withdrawal.

	600.80(c)(v)
	12489
	Medication error (A) Actual medication error (B) potential medication error - reporting of medication errors (actual or potential) is not consistent with ICH guidelines. Medical adverse events are under-reported in the current environment. Putting manufacturers in the position of reporting medication errors on the part of prescribers is very likely to have a counter productive impact on reporting resulting in further decline in the frequency of events reported to the manufacturer by the health care provider. The requested detail of information surrounding the medication error is not available to the manufacturer.

	600.80(c)(vi) and (vii)
	12490
	30 day follow up reports and 15 day follow up reports provide for inconsistent reporting timelines will be much more difficult for manufacturers to track. Manufacturer requests that follow up reports be all 30-day follow up reports.

	600.80(c)(viii)
	12490
	Hospitals and health care providers are reluctant to provide copies of autopsy reports or death certificates to manufacturers. Difficulty of obtaining patient medical records/labs is only increasing with data privacy issues. Section is inconsistent with ICH Standard. Change section to be consistent with ICH E2A Attachment 1 Number 4 concerning post mortem information.  

	600.80(c)(xi)
	12490
	This section needs to be clarified. Is the report identification to be made in a cover letter or will 3500A, MedWatch be modified to accommodate all report types required by the agency?

	600.80(c)(3)
	12491
	 In Box G1 of the FDA Form 3500A, retain the company administrative contact information for general questions and communication.  Separately, contact information for the licensed physician responsible for the content and medical interpretation of the data contained within the form be located in Box B5 of FDA Form 3500A at the conclusion of the narrative section.

	600.80(c)(3)(ii) (3) through (10)
	12493
	None of these requests are consistent with ICH guidelines for PSUR. These requirements will create different version of PSUR for US over all other countries that receive PSUR. There should be one consistent format for PSUR and not multiple versions with special requests from each country. This defeats the purpose of "ICH" harmonization.
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