
1 
 

 
RECORD MASTER LIST 

Records Required by the DSHEA cGMPs 
 

Compiled by Ralph Fucetola JD         © 2013 ver.6.30.13 

 

Note: Those Records which Manufacturers should keep are marked with "[M]" (Manufacturers include anyone 

who handles the product for the Label Owner, including Packagers and Shippers).  

 

Those Records which Label Owners should generally keep are marked "[LO]". When the Label Owner is acting 

like a Manufacturer, handling unsealed ingredients, for example, the Label Owner would have to keep those 

records too. 
 

http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=b863cc4a53617ec544abe62d812273f6&rgn=div5&view=text&node=21:2.0.1.1.11&idno=21 

---------------- 

111.14   Subpart B -- Personnel 

(a) You must make and keep records required Subpart B in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[LO] (1) Written procedures for fulfilling the requirements of this subpart B; and 

[LO] (2) Documentation of training, including the date of the training, the type of training, and the person(s) trained. 

----------------- 

111.23   Subpart C -- Physical Plant and Grounds 

(a) You must make and keep records required Subpart C in accordance with subpart P of this part. 

(b) You must make and keep records of the written procedures for cleaning the physical plant and for pest control. 

[M] (c) You must make and keep records that show that water, when used in a manner such that the water may become a component 

of the dietary supplement, meets the requirements of § 111.15(e)(2). 

---------------- 

111.35   Subpart D -- Equipment and Utensils  

(a) You must make and keep records required Subpart D in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[M] (1) Written procedures for fulfilling the requirements of this subpart, including written procedures for: 

(i) Calibrating instruments and controls that you use in manufacturing or testing a component or dietary supplement; 

(ii) Calibrating, inspecting, and checking automated, mechanical, and electronic equipment; and 

(iii) Maintaining, cleaning, and sanitizing, as necessary, all equipment, utensils, and any other contact surfaces that are used 

to manufacture, package, label, or hold components or dietary supplements; 

[M] (2) Documentation, in individual equipment logs, of the date of the use, maintenance, cleaning, and sanitizing of equipment, 

unless such documentation is kept with the batch record; 

[M] (3) Documentation of any calibration, each time the calibration is performed, for instruments and controls that you use in 

manufacturing or testing a component or dietary supplement. In your documentation, you must: 

(i) Identify the instrument or control calibrated; 

(ii) Provide the date of calibration; 

(iii) Identify the reference standard used including the certification of accuracy of the known reference standard and a history 

of recertification of accuracy; 

(iv) Identify the calibration method used, including appropriate limits for accuracy and precision of instruments and controls 

when calibrating; 
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(v) Provide the calibration reading or readings found; 

(vi) Identify the recalibration method used, and reading or readings found, if accuracy or precision or both accuracy and 

precision limits for instruments and controls were not met; and 

(vii) Include the initials of the person who performed the calibration and any recalibration. 

[M] (4) Written records of calibrations, inspections, and checks of automated, mechanical, and electronic equipment; 

[M] (5) Backup file(s) of current software programs (and of outdated software that is necessary to retrieve records that you are 

required to keep in accordance with subpart P of this part, when current software is not able to retrieve such records) and of data 

entered into computer systems that you use to manufacture, package, label, or hold dietary supplements. 

(i) Your backup file (e.g., a hard copy of data you have entered, diskettes, tapes, microfilm, or compact disks) must be an 

exact and complete record of the data you entered. 

(ii) You must keep your backup software programs and data secure from alterations, inadvertent erasures, or loss; and 

[M] (6) Documentation of the controls that you use to ensure that equipment functions in accordance with its intended use. 

----------------------- 

111.95   Subpart E -- Requirement to Establish a Production and Process Control System  

(a) You must make and keep records required Subpart E in accordance with subpart P of this part. 

(b) Subpart E, you must make and keep the following records: 

[M] (1) The specifications established; 

[M] and [LO] (2) Documentation of your qualification of a supplier for the purpose of relying on the supplier's certificate of analysis; 

[M] (3) Documentation for why meeting in-process specifications, in combination with meeting component specifications, helps 

ensure that the dietary supplement meets the specifications for identity, purity, strength, and composition; and for limits on those types 

of contamination that may adulterate or may lead to adulteration of the finished batch of the dietary supplement; and 

[M] (4) Documentation for why the results of appropriate tests or examinations for the product specificat ions selected under § 

111.75(c)(1) ensure that the dietary supplement meets all product specifications; 

[M] (5) Documentation for why any component and in-process testing, examination, or monitoring, and any other information, will 

ensure that a product specification that is exempted under § 111.75(d) is met without verification through periodic testing of the 

finished batch, including documentation that the selected specifications tested or examined under § 111.75 (c)(1) are not able to verify 

that the production and process control system is producing a dietary supplement that meets the exempted product specification and 

there is no scientifically valid method for testing or examining such exempted product specification at the finished batch stage. 

[M] (6) Documentation of FDA's response to a petition submitted under § 111.75(a)(1)(ii) providing for an exemption from the 

provisions of § 111.75(a)(1)(i). 

---------------------------- 

111.140   Subpart F -- Production and Process Control System: Requirements for Quality Control  

(a) You must make and keep the records required Subpart F in accordance with subpart P of this part. 

 (b) You must make and keep the following records: 

[M] (1) Written procedures for the responsibilities of the quality control operations, including written procedures for conducting a 

material review and making a disposition decision and written procedures for approving or rejecting any reprocessing; 

[M] (2) Written documentation, at the time of performance, that quality control personnel performed the review, approval, or rejection 

requirements by recording the following: 

(i) Date that the review, approval, or rejection was performed; and 

(ii) Signature of the person performing the review, approval, or rejection; and 

[M] (3) Documentation of any material review and disposition decision and followup. Such documentation must be included in the 

appropriate batch production record and must include: 

(i) Identification of the specific deviation or the unanticipated occurrence; 

(ii) Description of your investigation into the cause of the deviation from the specification or the unanticipated occurrence; 

(iii) Evaluation of whether or not the deviation or unanticipated occurrence has resulted in or could lead to a failure to ensure 

the quality of the dietary supplement or a failure to package and label the dietary supplement as specified in the master 

manufacturing record; 

(iv) Identification of the action(s) taken to correct, and prevent a recurrence of, the deviation or the unanticipated occurrence; 

(v) Explanation of what you did with the component, dietary supplement, packaging, or label; 

(vi) A scientifically valid reason for any reprocessing of a dietary supplement that is rejected or any treatment or in-process 

adjustment of a component that is rejected; and 

(vii) The signature of the individual(s) designated to perform the quality control operation, who conducted the material 

review and made the disposition decision, and of each qualified individual who provides information relevant to that material 

review and disposition decision. 

 

-------------------------- 

 111.180   Subpart G -- Production and Process Control System: Requirements for Components, Packaging, and Labels and for 

Product That You Receive for Packaging or Labeling as a Dietary Supplement 

(a) You must make and keep records required Subpart G in accordance with subpart P of this part. 

(b) You must make and keep the following records: 
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[M] (1) Written procedures for fulfilling the requirements of this subpart. 

[M] (2) Receiving records (including records such as certificates of analysis, suppliers' invoices, and suppliers' guarantees) for 

components, packaging, and labels and for products that you receive for packaging or labeling as a dietary supplement (and for 

distribution rather than for return to the supplier); and 

[M] (3) Documentation that the requirements of this subpart were met. 

(i) The person who performs the required operation must document, at the time of performance, that the required operation 

was performed. 

(ii) The documentation must include: 

(A) The date that the components, packaging, labels, or products that you receive for packaging or labeling as a 

dietary supplement were received; 

(B) The initials of the person performing the required operation; 

 

(C) The results of any tests or examinations conducted on components, packaging, or labels, and of any visual 

examination of product that you receive for packaging or labeling as a dietary supplement; and 

(D) Any material review and disposition decision conducted on components, packaging, labels, or products that you 

receive for packaging or labeling as a dietary supplement. 

---------------------- 

Subpart H -- Production and Process Control System: Requirements for the Master Manufacturing Record  

111.210   What must the master manufacturing record include? 

[M] & [LO] The master manufacturing record must include: 

(a) The name of the dietary supplement to be manufactured and the strength, concentration, weight, or measure of each 

dietary ingredient for each batch size; 

(b) A complete list of components to be used; 

(c) An accurate statement of the weight or measure of each component to be used; 

(d) The identity and weight or measure of each dietary ingredient that will be declared on the Supplement Facts label and the 

identity of each ingredient that will be declared on the ingredients list of the dietary supplement; 

(e) A statement of any intentional overage amount of a dietary ingredient; 

(f) A statement of theoretical yield of a manufactured dietary supplement expected at each point, step, or stage of the 

manufacturing process where control is needed to ensure the quality of the dietary supplement, and the expected yield when 

you finish manufacturing the dietary supplement, including the maximum and minimum percentages of theoretical yield 

beyond which a deviation investigation of a batch is necessary and material review is conducted and disposition decision is 

made; 

(g) A description of packaging and a representative label, or a cross-reference to the physical location of the actual or 

representative label; 

(h) Written instructions, including the following: 

(1) Specifications for each point, step, or stage in the manufacturing process where control is necessary to ensure the 

quality of the dietary supplement and that the dietary supplement is packaged and labeled as specified in the master 

manufacturing record; 

(2) Procedures for sampling and a cross-reference to procedures for tests or examinations; 

(3) Specific actions necessary to perform and verify points, steps, or stages in the manufacturing process where 

control is necessary to ensure the quality of the dietary supplement and that the dietary supplement is packaged and 

labeled as specified in the master manufacturing record. 

 

(i) Such specific actions must include verifying the weight or measure of any component and verifying the addition 

of any component; and 

(ii) For manual operations, such specific actions must include: 

(A) One person weighing or measuring a component and another person verifying the weight or measure; 

and 

(B) One person adding the component and another person verifying the addition. 

(4) Special notations and precautions to be followed; and 

(5) Corrective action plans for use when a specification is not met. 

------------------------ 

Subpart I -- Production and Process Control System: Requirements for the Batch Production Record  

[M] 111.260   What must the batch record include? 

The batch production record must include the following: 

(a) The batch, lot, or control number: 

(1) Of the finished batch of dietary supplement; and 

(2) That you assign in accordance with § 111.415(f) for the following: 

(i) Each lot of packaged and labeled dietary supplement from the finished batch of dietary supplement; 
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(ii) Each lot of dietary supplement, from the finished batch of dietary supplement, that you distribute to another 

person for packaging or labeling; 

(b) The identity of equipment and processing lines used in producing the batch; 

(c) The date and time of the maintenance, cleaning, and sanitizing of the equipment and processing lines used in producing 

the batch, or a cross-reference to records, such as individual equipment logs, where this information is retained; 

(d) The unique identifier that you assigned to each component (or, when applicable, to a product that you receive from a 

supplier for packaging or labeling as a dietary supplement), packaging, and label used; 

(e) The identity and weight or measure of each component used; 

(f) A statement of the actual yield and a statement of the percentage of theoretical yield at appropriate phases of processing; 

(g) The actual results obtained during any monitoring operation; 

(h) The results of any testing or examination performed during the batch production, or a cross-reference to such results; 

(i) Documentation that the finished dietary supplement meets specifications established in accordance with § 111.70(e) and 

(g); 

(j) Documentation, at the time of performance, of the manufacture of the batch, including: 

(1) The date on which each step of the master manufacturing record was performed; and 

(2) The initials of the persons performing each step, including: 

(i) The initials of the person responsible for weighing or measuring each component used in the batch; 

(ii) The initials of the person responsible for verifying the weight or measure of each component used in the 

batch; 

(iii) The initials of the person responsible for adding the component to the batch; and 

(iv) The initials of the person responsible for verifying the addition of components to the batch; 

(k) Documentation, at the time of performance, of packaging and labeling operations, including: 

(1) The unique identifier that you assigned to packaging and labels used, the quantity of the packaging and labels used, and, 

when label reconciliation is required, reconciliation of any discrepancies between issuance and  

------------------- 

111.325   Subpart J -- Production and Process Control System: Requirements for Laboratory Operations  

(a) You must make and keep records required Subpart J in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[M] (1) Written procedures for laboratory operations, including written procedures for the tests and examinations that you conduct to 

determine whether specifications are met; 

[M] (2) Documentation that laboratory methodology established in accordance with this subpart J is followed. 

(i) The person who conducts the testing and examination must document, at the time of performance, that laboratory 

methodology established in accordance with this subpart J is followed. 

(ii) The documentation for laboratory tests and examinations must include the results of the testing and examination 

-------------------- 

111.375   Subpart K -- Production and Process Control System: Requirements for Manufacturing Operations 

(a) You must make and keep records required Subpart K in accordance with subpart P of this part. 

[M] (b) You must make and keep records of the written procedures for manufacturing operations. 

--------------------- 

111.430   Subpart L -- Production and Process Control System: Requirements for Packaging and Labeling Operations  

(a) You must make and keep records required Subpart L in accordance with subpart P of this part. 

[M] (b) You must make and keep records of the written procedures for packaging and labeling operations. 

----------------------- 

111.475   Subpart M -- Holding and Distributing  

(a) You must make and keep records required Subpart M in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[LO] (1) Written procedures for holding and distributing operations; and 

[LO] (2) Records of product distribution. 

------------------- 

111.535   Subpart N -- Returned Dietary Supplements 

(a) You must make and keep records required Subpart N in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[LO] (1) Written procedures for fulfilling the requirements of this subpart N. 

[LO] (2) Any material review and disposition decision on a returned dietary supplement; 

[LO] (3) The results of any testing or examination conducted to determine compliance with product specifications 

established under § 111.70(e); and, 

[LO] (4) Documentation of the reevaluation by quality control personnel of any dietary supplement that is reprocessed and 

the determination by quality control personnel of whether the reprocessed dietary supplement meets product specifications 

established in accordance with § 111.70(e). 

----------------- 
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111.570   Subpart O --Product Complaints 

(a) You must make and keep the records required Subpart O in accordance with subpart P of this part. 

(b) You must make and keep the following records: 

[LO] (1) Written procedures for fulfilling the requirements of this subpart, 

[LO] (2) A written record of every product complaint that is related to good manufacturing practice, 

(i) The person who performs the requirements of this subpart must document, at the time of performance, that the 

requirement was performed. 

(ii) The written record of the product complaint must include the following: 

(A) The name and description of the dietary supplement; 

(B) The batch, lot, or control number of the dietary supplement, if available; 

(C) The date the complaint was received and the name, address, or telephone number of the complainant, if 

available; 

(D) The nature of the complaint including, if known, how the product was used; 

(E) The reply to the complainant, if any; and 

(F) Findings of the investigation and followup action taken when an investigation is performed. 

-------------------- 

Subpart P—Records and Recordkeeping 

 

§ 111.605   What requirements apply to the records that you make and keep? 

 

(a) You must keep written records required by this part for 1 year past the shelf life date, if shelf life dating is used, or 2 years 

beyond the date of distribution of the last batch of dietary supplements associated with those records. 

(b) Records must be kept as original records, as true copies (such as photocopies, microfilm, microfiche, or other accurate 

reproductions of the original records), or as electronic records. 

(c) All electronic records must comply with part 11 of this chapter. 

 

§ 111.610   What records must be made available to FDA? 

 

(a) You must have all records required under this part, or copies of such records, readily available during the retention period 

for inspection and copying by FDA when requested. 

(b) If you use reduction techniques, such as microfilming, you must make suitable reader and photocopying equipment 

readily available to FDA. 


