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Cole-Bishop Amendment Update: 

As you know, the Cole-Bishop Amendment would effectively change the predicate product 

date from February 15, 2007 to August 8, 2016 as part of the FY 2017 federal government 

spending plan.  Adoption of the amendment as part of the spending plan for FY 2017 (October 

1, 2016—September 30, 2017) would effectively make all products on the market as of August 

8, 2016 grandfathered products, and not subject to FDA premarket review reports (SE or PMTA 

reports). 

We have been urging tobacco product manufacturers to ask their US Senators and US House 

member to support inclusion of Cole-Bishop in the spending plan for FY 2017. 

Last night, due to political issues that were stalling efforts to pass a FY 2017 spending plan and 

in order to avoid a government shutdown on October 1, Congress approved what is being 

called a “Stop Gap Spending Plan” that will only be in place through December 19.  Issues like 

Cole-Bishop were not addressed in the Stop Gap Plan, which is designed to keep the govern-

ment running past the elections when it might be easier to overcome political issues that have 

stalled passage of a spending plan for the full fiscal year. 

I spoke with Congressman Cole’s staff today and Cole-Bishop is still very much in play for inclu-

sion in the spending plan for FY 2017 that now must be in place by December 19. 

The bad news is in that itcontinues to add uncertainty to the viability of tobacco products for 

which the manufacturer does not have the predicate product data necessary to file a SE report.  

The good news is that tobacco manufacturers have additional time to convince Congress to in-

clude Cole-Bishop in the final spending plan. 

Regardless of the outcome of this important issue, FDA Compliance Associates can help your 

company clear whatever hurdles are ultimately imposed by FDA regulations. 

 

Please contact us at FDAcompliance@att.net or call 502-803-0412 for more information. 
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