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section and in accordance with para-
graph (b) of this section, FDA will 
issue a letter to the applicant inform-
ing it of such failure. 

(1) Not later than 30 calendar days 
after the issuance of such a letter, the 
applicant must submit to FDA a writ-
ten response setting forth the basis for 
noncompliance and providing the re-
quired notification under paragraph (a) 
of this section and including the infor-
mation required under paragraph (c) of 
this section; and 

(2) Not later than 45 calendar days 
after the issuance of a letter under this 
paragraph, FDA will make the letter 
and the applicant’s response to the let-
ter public, unless, after review of the 
applicant’s response, FDA determines 
that the applicant had a reasonable 
basis for not notifying FDA as required 
under paragraph (a) of this section. 

(f) Definitions. The following defini-
tions of terms apply to this section: 

Biological product shortage or shortage 
means a period of time when the de-
mand or projected demand for the bio-
logical product within the United 
States exceeds the supply of the bio-
logical product. 

Intended for use in the prevention or 
treatment of a debilitating disease or con-
dition means a biological product in-
tended for use in the prevention or 
treatment of a disease or condition as-
sociated with mortality or morbidity 
that has a substantial impact on day- 
to-day functioning. 

Life supporting or life sustaining means 
a biological product that is essential 
to, or that yields information that is 
essential to, the restoration or con-
tinuation of a bodily function impor-
tant to the continuation of human life. 

Meaningful disruption means a change 
in production that is reasonably likely 
to lead to a reduction in the supply of 
a biological product by a manufacturer 
that is more than negligible and affects 
the ability of the manufacturer to fill 
orders or meet expected demand for its 
product, and does not include interrup-
tions in manufacturing due to matters 
such as routine maintenance or insig-
nificant changes in manufacturing so 
long as the manufacturer expects to re-
sume operations in a short period of 
time. 

Significant disruption means a change 
in production that is reasonably likely 
to lead to a reduction in the supply of 
blood or blood components by a manu-
facturer that substantially affects the 
ability of the manufacturer to fill or-
ders or meet expected demand for its 
product, and does not include interrup-
tions in manufacturing due to matters 
such as routine maintenance or insig-
nificant changes in manufacturing so 
long as the manufacturer expects to re-
sume operations in a short period of 
time. 

[80 FR 38939, July 8, 2015] 

§ 600.90 Waivers. 
(a) An applicant may ask the Food 

and Drug Administration to waive 
under this section any requirement 
that applies to the applicant under 
§§ 600.80 and 600.81. A waiver request 
under this section is required to be sub-
mitted with supporting documentation. 
The waiver request is required to con-
tain one of the following: 

(1) An explanation why the appli-
cant’s compliance with the require-
ment is unnecessary or cannot be 
achieved, 

(2) A description of an alternative 
submission that satisfies the purpose of 
the requirement, or 

(3) Other information justifying a 
waiver. 

(b) FDA may grant a waiver if it 
finds one of the following: 

(1) The applicant’s compliance with 
the requirement is unnecessary or can-
not be achieved, 

(2) The applicant’s alternative sub-
mission satisfies the requirement, or 

(3) The applicant’s submission other-
wise justifies a waiver. 

[59 FR 54042, Oct. 27, 1994, as amended at 79 
FR 33092, June 10, 2014] 
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