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(v) If you obtain an out-of-specifica-
tion result when testing the reserve 
sample, you immediately notify the re-
ceiving facility; and 

(vi) You document all actions regard-
ing the conditional final release of the 
drug product, including the justifica-
tion for the release, all followup ac-
tions, results of completed testing, all 
notifications, and corrective actions to 
prevent recurrence of the malfunction 
involving analytical equipment. 

(2) Even if the criteria in paragraph 
(f)(1) of this section are met, you may 
not approve the conditional final re-
lease of the product if the malfunction 
involving analytical equipment pre-
vents the performance of a 
radiochemical identity/purity test or 
prevents the determination of the prod-
uct’s specific activity. 

(3) You may not release another 
batch of the PET drug product until 
you have corrected the problem con-
cerning the malfunction of analytical 
equipment and completed the omitted 
finished-product test. 

§ 212.71 What actions must I take if a 
batch of PET drug product does not 
conform to specifications? 

(a) Rejection of nonconforming product. 
You must reject a batch of a PET drug 
product that does not conform to speci-
fications. You must have and follow 
procedures to identify and segregate 
the product to avoid mix-ups. You 
must have and follow procedures to in-
vestigate the cause(s) of the noncon-
forming product. The investigation 
must include, but is not limited to, ex-
amination of processes, operations, 
records, complaints, and any other rel-
evant sources of information con-
cerning the nonconforming product. 

(b) Investigation. You must document 
the investigation of a PET drug prod-
uct that does not meet specifications, 
including the results of the investiga-
tion and what happened to the rejected 
PET drug product. 

(c) Correction of problems. You must 
take action to correct any identified 
problems to prevent recurrence of a 
nonconforming product or other qual-
ity problem. 

(d) Reprocessing. If appropriate, you 
may reprocess a batch of a PET drug 
product that does not conform to speci-

fications. If material that does not 
meet acceptance criteria is reproc-
essed, you must follow procedures stat-
ed in the product’s approved applica-
tion and the finished product must con-
form to specifications, except for ste-
rility, before final release. 

Subpart I—Packaging and 
Labeling 

§ 212.80 What are the requirements as-
sociated with labeling and pack-
aging PET drug products? 

(a) A PET drug product must be suit-
ably labeled and packaged to protect 
the product from alteration, contami-
nation, and damage during the estab-
lished conditions of shipping, distribu-
tion, handling, and use. 

(b) Labels must be legible and applied 
so as to remain legible and affixed dur-
ing the established conditions of proc-
essing, storage, handling, distribution, 
and use. 

(c) All information stated on each 
label must also be contained in each 
batch production record. 

(d) Labeling and packaging oper-
ations must be controlled to prevent 
labeling and product mix-ups. 

Subpart J—Distribution 
§ 212.90 What actions must I take to 

control the distribution of PET 
drug products? 

(a) Written distribution procedures. You 
must establish, maintain, and follow 
written procedures for the control of 
distribution of PET drug products 
shipped from the PET drug production 
facility to ensure that the method of 
shipping chosen will not adversely af-
fect the identity, purity, or quality of 
the PET drug product. 

(b) Distribution records. You must 
maintain distribution records for each 
PET drug product that include or refer 
to the following: 

(1) The name, address, and telephone 
number of the receiving facility that 
received each batch of a PET drug 
product; 

(2) The name and quantity of the 
PET drug product shipped; 

(3) The lot number, control number, 
or batch number for the PET drug 
product shipped; and 
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(4) The date and time you shipped the 
PET drug product. 

Subpart K—Complaint Handling 
§ 212.100 What do I do if I receive a 

complaint about a PET drug prod-
uct produced at my facility? 

(a) Written complaint procedures. You 
must develop and follow written proce-
dures for the receipt and handling of 
all complaints concerning the quality 
or purity of, or possible adverse reac-
tions to, a PET drug product. 

(b) Complaint review. The procedures 
must include review by a designated 
person of any complaint involving the 
possible failure of a PET drug product 
to meet any of its specifications and an 
investigation to determine the cause of 
the failure. 

(c) Complaint records. A written 
record of each complaint must be 
maintained in a file designated for PET 
drug product complaints. The record 
must include the name and strength of 
the PET drug product, the batch num-
ber, the name of the complainant, the 
date the complaint was received, the 
nature of the complaint, and the re-
sponse to the complaint. It must also 
include the findings of any investiga-
tion and followup. 

(d) Returned products. A PET drug 
product that is returned because of a 
complaint or for any other reason may 
not be reprocessed and must be de-
stroyed in accordance with applicable 
Federal and State law. 

Subpart L—Records 
§ 212.110 How must I maintain records 

of my production of PET drugs? 
(a) Record availability. Records must 

be maintained at the PET drug produc-
tion facility or another location that is 
reasonably accessible to responsible of-
ficials of the production facility and to 
employees of FDA designated to per-
form inspections. 

(b) Record quality. All records, includ-
ing those not stored at the inspected 
establishment, must be legible, stored 
to prevent deterioration or loss, and 
readily available for review and copy-
ing by FDA employees. 

(c) Record retention period. You must 
maintain all records and documenta-

tion referenced in this part for a period 
of at least 1 year from the date of final 
release, including conditional final re-
lease, of a PET drug product. 

PART 216—PHARMACY 
COMPOUNDING 

Subpart A—General Provisions [Reserved] 

Subpart B—Compounded Drug Products 

Sec. 
216.23 [Reserved] 
216.24 Drug products withdrawn or removed 

from the market for reasons of safety or 
effectiveness. 

AUTHORITY: 21 U.S.C. 351, 352, 353a, 355, and 
371. 

SOURCE: 64 FR 10944, Mar. 8, 1999, unless 
otherwise noted. 

Subpart A—General Provisions 
[Reserved] 

Subpart B—Compounded Drug 
Products 

§ 216.23 [Reserved] 

§ 216.24 Drug products withdrawn or 
removed from the market for rea-
sons of safety or effectiveness. 

The following drug products were 
withdrawn or removed from the mar-
ket because such drug products or com-
ponents of such drug products were 
found to be unsafe or not effective. The 
following drug products may not be 
compounded under the exemptions pro-
vided by section 503A(a) of the Federal 
Food, Drug, and Cosmetic Act: 

Adenosine phosphate: All drug products con-
taining adenosine phosphate. 

Adrenal cortex: All drug products containing 
adrenal cortex. 

Azaribine: All drug products containing 
azaribine. 

Benoxaprofen: All drug products containing 
benoxaprofen. 

Bithionol: All drug products containing 
bithionol. 

Bromfenac sodium: All drug products con-
taining bromfenac sodium. 

Butamben: All parenteral drug products con-
taining butamben. 

Camphorated oil: All drug products con-
taining camphorated oil. 

Carbetapentane citrate: All oral gel drug prod-
ucts containing carbetapentane citrate. 

VerDate Mar<15>2010 10:14 May 21, 2013 Jkt 229071 PO 00000 Frm 00190 Fmt 8010 Sfmt 8010 Y:\SGML\229071.XXX 229071er
ow

e 
on

 D
S

K
2V

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2013-06-04T09:19:16-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




