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a. RES NUMBER

a. MONITORING 
DIVISION

c. PAC CODE

a. NAME OF PERSON CONTACTED & TITLE

a. FORMAL RECALL NOTICE RECEIVED?  (If answer 
is other than “Yes”, explain in remarks and skip to 
item 6c.) 

 

b. AMOUNT OF RECALLED PRODUCT ON HAND AT 
TIME OF NOTIFICATION d. DATE AND METHOD OF DISPOSITION

a. DID CONSIGNEE FOLLOW THE 
RECALL INSTRUCTIONS?  (If “No”, 
discuss in “Remarks” action taken as a 
result of audit check.)

a. IS CONSIGNEE AWARE OF ANY INJURIES, 
ILLNESS, OR COMPLAINTS?

Signature

Printed Name and Title

Date of Audit Check 
(mm/dd/yyyy)

FDA Division

b. RECALLING FIRM

b. FEI NUMBER OF 
RECALLING FIRM

b. TYPE CONSIGNEE

c.  CURRENT STATUS OF RECALLED ITEMS

c. RECALLED CODE(S)

a. DIRECT

Contacted by:

c. SUB-ACCOUNT (TERTIARY)  (Leave blank if none.)

PHONE NO.:

d. PRODUCT(S)

b. SUB-ACCOUNT (SECONDARY)  (Leave blank if none.)

PHONE NO.:

PHONE NO.

c.  DATE NOTIFICATION RECEIVED 
(mm/dd/yyyy)

7. SUB-RECALL NEEDED?  Did consignee  
distribute to any other accounts? (If “Yes”, 
collect information and/or provide details in 
“Remarks” or Memo.)

8. AMOUNT OF RECALLED PRODUCT 
NOW ON HAND

10. REMARKS (Include action taken if product was still available for sale or use.)

d.  TYPE OF NOTICE RECEIVED (e.g., 
letter, phone)

c.  DOES (DID) THE CONSIGNEE 
RECEIVE RECALLED 
PRODUCT?

1. RECALL INFORMATION

2. PROGRAM DATA (FDA Users Only) 3. AUDIT ACCOUNTS

4. CONSIGNEE DATA

5. NOTIFICATION DATA

6. ACTION AND STATUS DATA

9. INJURIES/COMPLAINTS

CHECK

Phone

Yes

Yes

No

Injury Complaint

Illness None

Visit

No

Other

Cannot be determined

Distributor

Recalling Firm

Returned None on Hand

Corrected

Destroyed

Was Still Held for Sale/Use*

Held for Return/Correction*
* = Ensure Proper Quarantine/Action

Other (Specify below)

Direct Account

Sub-Account

Consumer Pharmacy

Retailer Physician Restaurant

Processor

Other:

Hospital School Yes

Yes

No

No

If answer is other than “None”, collect 
relevant information, document findings, and 
route per division procedures.

Signature

Printed Name and Title

Date of Endorsement (mm/dd/yyyy)

Effective Out of Business

Ineffective 
(Indicate level)

Other (Specify):

Notifying Firm

Consignee

FDA ENDORSEMENT

If “No” is checked for 5a 
and/or 6a, “Effective” 
cannot be selected as 
an Endorsement.

b. RECALL NOTIFICATION RECEIVED FROM
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Recall Audit Check Report
a. RES NUMBER
a. MONITORING DIVISION
c. PAC CODE
a. NAME OF PERSON CONTACTED & TITLE
a. FORMAL RECALL NOTICE RECEIVED?  (If answer is other than “Yes”, explain in remarks and skip to item 6c.)
 
b. AMOUNT OF RECALLED PRODUCT ON HAND AT TIME OF NOTIFICATION
d. DATE AND METHOD OF DISPOSITION
a. DID CONSIGNEE FOLLOW THE RECALL INSTRUCTIONS?  (If “No”, discuss in “Remarks” action taken as a result of audit check.)
a. IS CONSIGNEE AWARE OF ANY INJURIES, ILLNESS, OR COMPLAINTS?
Ask the consignee if they have firsthand knowledge of any injuries, illness, or complaints pertaining to the recalled product. Collect relevant information and route per division procedures.
Signature
Printed Name and Title
Date of Audit Check (mm/dd/yyyy)
FDA Division
b. RECALLING FIRM
b. FEI NUMBER OF RECALLING FIRM
b. TYPE CONSIGNEE
The type of establishment at which you are conducting your audit check (check the appropriate box – if none, check “Other” and describe the type of establishment).
c.  CURRENT STATUS OF RECALLED ITEMS
Indicate the status of the recalled items at the account at the time of your audit check (check the appropriate box). If the recalled product is still being held for sale/use, or was being held for return/correction, ensure that the account properly quarantined the product (if applicable) and followed the recall instructions. In the case of a medical device recall with instructions that permit the device to remain in use awaiting correction or servicing of the device, mark “was still held for sale/use”. Include details of the product status in the Remarks.
c. RECALLED CODE(S)
a. DIRECT
Contacted by:
The method used to conduct the audit check (check the appropriate box).
c. SUB-ACCOUNT (TERTIARY)  (Leave blank if none.)
PHONE NO.:
d. PRODUCT(S)
b. SUB-ACCOUNT (SECONDARY)  (Leave blank if none.)
PHONE NO.:
PHONE NO.
c.  DATE NOTIFICATION RECEIVED (mm/dd/yyyy)
7. SUB-RECALL NEEDED?  Did consignee  distribute to any other accounts? (If “Yes”, collect information and/or provide details in “Remarks” or Memo.)
If during the course of an audit check, you find the recalled product has been further distributed, and your audit check for the recall has not reached the depth indicated in your assignment, a sub-recall may be needed.
8. AMOUNT OF RECALLED PRODUCT NOW ON HAND
10. REMARKS (Include action taken if product was still available for sale or use.)
d.  TYPE OF NOTICE RECEIVED (e.g., letter, phone)
c.  DOES (DID) THE CONSIGNEE RECEIVE RECALLED PRODUCT?
1. RECALL INFORMATION
2. PROGRAM DATA (FDA Users Only)
3. AUDIT ACCOUNTS
4. CONSIGNEE DATA
5. NOTIFICATION DATA
6. ACTION AND STATUS DATA
9. INJURIES/COMPLAINTS
CHECK
Place a handwritten or electronic signature, followed by your name and title printed or typed, the date your audit check completed, and your division.
Phone
Yes
Yes
No
Injury
Complaint
Illness
None
Visit
No
Other
Cannot be determined
Distributor
Recalling Firm
Returned
None on Hand
Corrected
Destroyed
Was Still Held for Sale/Use*
Held for Return/Correction*
* = Ensure Proper Quarantine/Action
Other (Specify below)
Direct Account
Sub-Account
Consumer
Pharmacy
Retailer
Physician
Restaurant
Processor
Other:
Hospital
School
Yes
Yes
No
No
If answer is other than “None”, collect relevant information, document findings, and route per division procedures.
Signature
Printed Name and Title
Date of Endorsement (mm/dd/yyyy)
Effective
Out of Business
Ineffective (Indicate level)
Other (Specify):
Notifying Firm
Consignee
FDA ENDORSEMENT
If “No” is checked for 5a and/or 6a, “Effective” cannot be selected as an Endorsement.
If “No” is checked for 5a and/or 6a, “Effective” cannot be selected as an Endorsement.
If “No” is checked for 5a and/or 6a, “Effective” cannot be selected as an Endorsement.
b. RECALL NOTIFICATION RECEIVED FROM
The firm that formally notified the account at which youare conducting your audit check (check the appropriate box).
	CurrentPage: 
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	Enter the Recall Enterprise System (RES) number as listed in your assignment.: 
	Provide the name and address of the firm listed in your assignment as the recalling firm.: 
	Provide the lot, batch, or serial number indicated as the recalled product in your assignment. If there are more numbers than can fit in the space, state that there are numerous lots under recall and refer to the assignment.: 
	Provide the name of the recalled product as indicated in your assignment. If numerous products are involved, use a generic term (such as ice cream, dried fruit, etc.).: 
	Complete as per division policy.: 
	The name, address, and telephone number of the account that was listed in your assignment as receiving the product directly from the recalling establishment. This may or may not be the same account at which you are conducting your audit check.: 
	If the Direct account indicates the recalled product(s) were further distributed, complete this section for each sub-account audited as well as the DIRECT account section with the name, address, and telephone number of the applicable establishments.: 
	a. Monitoring Division Value: 
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	If the consignee type is other, please check this box by clicking or pressing the Enter key.: Off
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	If the consignee type is hospital, please check this box by clicking or pressing the Enter key.: Off
	If the consignee type is pharmacy, please check this box by clicking or pressing the Enter key.: Off
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	If the recall notification was received from the sub-account, please check this box by clicking or pressing the Enter key.: Off
	If the recall notification was received from another source, please check this box by clicking or pressing the Enter key. Specify in the space below.: Off
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	How the formal notification was received (letter, phone, e-mail, automated messaging system, etc.).: 
	If the account followed or is following all of the recall instructions prior to your audit check, indicate “Yes”.: 0
	If the account did not follow or has not begun to follow the recall instructions prior to your audit check, indicate “No”.: 0
	If the current status of the recalled items is returned, please check this box by clicking or pressing the Enter key.: Off
	If the current status of the recalled items is corrected, please check this box by clicking or pressing the Enter key.: Off
	If the current status of the recalled items is destroyed, please check this box by clicking or pressing the Enter key.: Off
	If the current status of the recalled items is none on hand, please check this box by clicking or pressing the Enter key.: Off
	If the current status of the recalled items was still held for sale or use, please check this box by clicking or pressing the Enter key. Note: Ensure proper Quarantine or action.: Off
	If the current status of the recalled items is held for return or correction, please check this box by clicking or pressing the Enter key. Note: Ensure proper Quarantine or action.: Off
	If a sub-recall is not needed, please check this box by clicking or pressing the Enter key.: 0
	If a sub-recall is needed, please check this box by clicking or pressing the Enter key. If you answered 'yes', collect information or provide details in item 10: Remarks or in a memo.: 0
	The amount of recalled product the account had at the time they received formal notification from the notifying firm.: 
	Indicate the date and method the recalled product was destroyed/returned/corrected.: 
	The amount of recalled product still at the account during your audit check.: 
	If the consignee is aware of any injury, please check this box by clicking or pressing the Enter key. If your answer is other than 'none', collect relevant information, document findings, and route per district procedures.: Off
	If the consignee is aware of any illness, please check this box by clicking or pressing the Enter key. If your answer is other than 'none', collect relevant information, document findings, and route per district procedures.: Off
	If the consignee is aware of any complaint, please check this box by clicking or pressing the Enter key. If your answer is other than 'none', collect relevant information, document findings, and route per district procedures.: Off
	If the consignee is not aware of any injury, illness, or complaints, please check this box by clicking or pressing the Enter key.: Off
	Use this section to provide details that could not be addressed in the previous sections, or to give additional information. If you need additional space for remarks or other information, attach a written document to the 3177 and reference the attachment in the remarks section.: 
	Please type the name of the investigator here.: 
	Please type the date of the audit check in 2 digit month / 2 digit day / 4 digit year format.: 
	If the Secondary account indicates the recalled product(s) were further distributed, complete this section for each sub-account audited, the SUB-ACCOUNT (SECONDARY) section, and the DIRECT account section with the name, address, and telephone number of the applicable accounts.: 
	Please type the tertiary sub-account phone number including the area code here.: 
	Please enter the digital signature of the investigator here.: 
	If the recall was effective, please check this box by clicking or pressing the Enter key.: Off
	If the recall was ineffective, please check this box by clicking or pressing the Enter key. Indicate level below.: Off
	If the recall is endorsed as something other than what is listed, please check this box by clicking or pressing the Enter key. Specify what endorsement is other than those listed.: Off
	If the audited party is out of business, please check this box by clicking or pressing the Enter key.: Off
	Please type the name of the FDA endorser here.: 
	If the ineffective level was the notifying firm, please check this box by clicking or pressing the Enter key.: Off
	If the ineffective level was the consignee, please check this box by clicking or pressing the Enter key.: Off
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	Please type the other type of endorsement here.: 
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	Division Value: 
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