
Hearing on the Pricing of Fetal Tissue 

 

Annotated Index of Documents 

Issue 

Does the acquisition of fetal tissue by a middleman procurement business (PB) from abortion 

clinics (ACs) for resale to customers (C) violate the prohibition against profiting from the sale? 

 

I. Exhibit A – Rule of Law        Tab A 

 

Title 42 USC §289 g-2(a) – Requires that no profit be made on 

acquisition or transfer of fetal tissue. 

 

II. Exhibit A-1 – Graphic of Statute: Profit and non Profit   Tab A 

 

Show the simplicity of nonprofit and profit model. 

 

III. Exhibits B1- 6 -- Business Model of the Middleman  

Procurement Business                                                              Tab B               
 

The Documents in Exhibit B show the business model of the 

Procurement Business, its own marketing statements about the product it 

offers to Abortion Clinics, its marketing trajectory, and its growth since 

its inception.  These document show that the PB constantly sought 

additional abortion clinics as a source of fetal tissue. 

  Exhibit B 1   This is the business model the hearing will discuss 

Exhibit B 2 This is the company Brochure used to market the PB to 

Abortion Clinics  



Exhibit B 3 PB website promoting partnership agreements with 

Abortion Clinics. 

Exhibit B 4 Chart showing growth of the PB in number of Abortion 

Clinics  

Exhibit B 5 Chart showing growth of PB revenue 

Exhibit B 6 This is the Contact between the PB and a national 

abortion organization to acquire an additional 400 clinics.  

 

IV. Exhibit C1-14 The Turnkey Business Product the PB placed inside of 

Abortion Clinics        Tab C  

 

The “C” documents show, in great detail, that all possible 

management guidance, tasks, and responsibilities are undertaken by 

the PB procurement tech employee and that that no tasks are 

performed by the abortion clinic.  Thus, that costs of tissue acquisition 

are entirely born by entities other that the abortion clinic. 

 

Exhibit C 1   This is the daily work flow of the PB procurement tech 

procuring fetal tissue inside Abortion Clinics   

 

Exhibit C 2 This is a list of the tasks performed by the PB 

procurement Tech inside the Abortion Clinics 

 

Exhibit C 3 Web site screen grab of how to order any fetal tissue you 

want   

 

Exhibit C 4 Website and phone orders sent to procurement tech via 

email inside abortion clinics 

 

Exhibit C 5 Form the procurement tech uses to check gestation 

periods so that patients can be matched with orders. 

 

Exhibit C 6 Work instructions on procurement given to the 

procurement tach by the PB for work performed inside the abortion 

clinic. 



Exhibit C 7 Procurement Kit provided by the PB 

 

Exhibit C 8 PB guidance on obtaining patient consent by procurement 

tech 

 

Exhibit C 9 PB directs it tissue tech to tell the abortion clinic 

manager what is being procured that day. 

 

Exhibit C 10 PB Guidance to the procurement tech on keeping track 

of tissues procured 

 

Exhibit C 11 PB Guidance on procurement tech responsibility to 

obtain disease screening. 

 

Exhibit C 12 PB Guidance to procurement tech regarding supplies for 

shipping to customers  

 

Exhibit C 13 Supplies inventory that the PB provides for the 

procurement tech 

 

Exhibit C 14 The compensation plan for the procurement tech 

 

Exhibit C 15 Copy of the IRB document provided by the PB for the 

benefit of the customer 

 

Exhibit C 16 Food and Drug Administration regulations on IRBs 

 

Exhibit C 17 List of tasks performed by procurement tech 

 

 

V. Exhibit D1-3 Payments from the PB to Abortion Clinics for Fetal 

Tissue 

 

Exhibits D 1-3 These documents show the monthly payments from the 

PB to several abortion clinics 

 

  



 

VI. Exhibit E 1-4  Payments from  customers to the PB  

 

Exhibits E 1-4 These document show payments from customers to the 

PB 

 

 

VII. Exhibit F Payments from a customer to the PB 
 

Exhibit F This document shows annual payments from a single 

customer to the PB 

 

 

VIII. Exhibit G Reasonable Costs Associated with fetal tissue procurement 
 

Exhibit G This graphic shows who bears the reasonable costs 

associated with fetal tissue procurement. 

 

 

IX. Exhibit H Rep. Waxman quote 
 

Exhibit H This graphic is a quote from Rep. Waxman during the floor 

debate over H.R. 4. 

 

 

 

 

 

 

 

 



Exhibit A1 

 

Understanding 42 USC § 289g-2 

To profit under Title 42 USC § 289g-2, the transfer of any 

fetal tissue for valuable consideration must exceed the 

reasonable costs associated with the procurement.   

The statute reads in part: 

§ 289g-2(a): It shall be unlawful for any person to 

knowingly acquire, receive, or otherwise transfer any 

fetal tissue for valuable consideration if the transfer 

affects interstate commerce. 

 

§ 289g-2(e)(3): The term “valuable consideration” 

does not include reasonable payments associated with 

the transportation, implantation, processing, 

preservation, quality control, or storage of human 

fetal tissue.  
 

https://www.law.cornell.edu/uscode/text/42/289g-1
https://www.law.cornell.edu/uscode/text/42/usc_sec_42_00000289---g001-#g
https://www.law.cornell.edu/uscode/text/21/321
https://www.law.cornell.edu/uscode/text/21/usc_sec_21_00000321----000-#b
https://www.law.cornell.edu/uscode/text/21


Exhibit A2 

Title 42 USC § 289g-2 requires that the transfer of fetal tissue not result in a profit. 

 

 

Two Models

 



Exhibit B1 
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Exhibit B3 

 

 

  



Exhibit B4 

 

Exhibit B5 

 

  



Exhibit B6 

[Excerpt of a draft contract between the PB and the abortion trade association.] 

PARTNERSHIP AGREEMENT 

This Partnership Agreement (this "Agreement") is entered into as of March 25, 2015 ("Effective 

Date"). between [PB] . . .  and the [abortion trade association] . . .  

 

[The PB] agrees to make a donation to the [abortion trade association] in the amount of US 

$10,000 and undertake the activities listed in Appendix B . . . 

 

[Abortion trade association’s] Commitment 

 

For the aforementioned sum mentioned in the section marked "Payment for Services," [the trade 

association] commits to performing the following for one year to assist [the PB] in presenting its 

collection program to [association] members: 

 

 Create and disseminate to [association] members correspondence from [the association’s] 

Group Purchasing Manager about [the PB] and the collection program twice yearly at the 

request of [the PB]. 

 Create a content section on [the association’s] members-only website dedicated to [the 

PB], including a link to a [PB] email address for contacts and collection program 

information. 

 Disseminate to [association] members the name and contact information of [the PB’s] 

collection program representative who is available to answer questions about the [PB] 

collection program and participation on an ongoing basis. 

 Provide a cover letter for [the association’s] President and CEO pertaining to the [PB] 

collection program which [the PB] can use to accompany marketing materials for 

[association] members. 

 Include a [PB] marketing brochure regarding [the PB’s] collection program in each 

[association] membership welcome packet. 

 Invite select [association] members to join [association] on a conference call paid for by 

the [PB] to discuss [the PB]’s collection program and the benefits of member 

participation at least once a year. 

 Provide mailing list for [PB] to send out marketing materials to [association] members 

regarding the background of [the PB], its collection program, and benefits of member 

participation in the program. 

 Provide assistance to [the PB] in gathering testimonials from existing program 

participants from among [association] members. 

 Provide one complimentary exhibit space at [association’s] Annual Meeting in the spring 

for [the PB] with up to 3 complimentary exhibitor registrations and up to 4 invitations to 

the member luncheons. In addition, the opportunity to create a bag insert that will be 

given to every attendee at registration. 

 Supply [the PB] with a quarterly updated list of members. 

 

  



Exhibit B6 

APPENDIX B 

[PB’s] Commitment 

[The PB] commits to performing the following for one year to market its collection services to 

[association] members: 

 

 Conduct a webinar for [association] members with a question and answer forum 

discussing member participation in the [PB] collection program at the launch and yearly 

thereafter. 

 Create and produce a marketing brochure detailing [the PB’s] collection service program. 

This brochure shall include [PB] contact information. [The PB] will supply a copy of the 

brochure to [the association] to include in their membership welcome packets. 

 Create and produce marketing “slicks” on the background of [the PB], its capabilities, 

and highlight participation benefits. 

 Provide, at no charge to [the association], informative sessions or meetings that present 

the collection program. 

 Develop client success stories on how [the PB] brought a value added service to 

participating members. This will help to inform members about [the PB’s] offerings. 

 Commit to attending [the association’s] Annual Meeting in April of each year. 

 Pursue all leads from [the association], introducing [the PB] and what [the PB’s] 

capabilities are. 
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Exhibit C2 
 
 

 

 

 

 

 

 

 WORKFLOW OF THE PROCUREMENT BUSINESS

1)  Customer orders fetal tissue on-line. Exhibit C3.

2) Procurement business obtains Institutional Review Board 

 approval. Exhibit C15.

3) Tissue technicians review the current researcher order list. 

 Exhibit C4.

4) Tissue technicians discuss with the clinic the type of tissue being 

 sought. Exhibit C9.

5) Review the schedule of abortions to match orders to gestational 

 information and patient information. Exhibits C5, C7.

6) Tissue technicians obtain consent from women awaiting their 

 procedure. Exhibit C8.

7) Procure blood and perform any tests on patients. Exhibits C6, 

 C7, C10, C11.

8) Procurement business provides materials to tissue technicians. 

 Exhibit C13.

9) Tissue technicians package and ship tissue to researcher using 

 portable packaging materials. Exhibit C12.

10) Tissue technicians compensated per-tissue sample obtained. 

 Exhibit C14.



Exhibit C3 

 



Exhibit C4 
 

 



Exhibit C5 
 

 



Exhibit C6 
 

 



Exhibit C7 
 

 



Exhibit C8 
 

 



 
Exhibit C8 

 
 

 



 
Exhibit C8 

 
 

 

 



 
Exhibit C8 

 
 

 



Exhibit C9 
 

 



Exhibit C10 
 

 



Exhibit C11 
 

 



Exhibit C12 
 

 
 

 



Exhibit C13 
 

 



Exhibit C13 
 

 



Exhibit C14 
 

 
  



Exhibit C14 

 



Exhibit C15 
 

 



Exhibit C16 
 

TITLE 21--FOOD AND DRUGS 

CHAPTER I--FOOD AND DRUG ADMINISTRATION 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

SUBCHAPTER A--GENERAL 

PART 56 INSTITUTIONAL REVIEW BOARDS 
  
Subpart D--Records and Reports 

Sec. 56.115 IRB records. 
 

(a) An institution, or where appropriate an IRB, shall prepare and maintain adequate 

documentation of IRB activities, including the following: 
 

(1) Copies of all research proposals reviewed, scientific evaluations, if any, that 

accompany the proposals, approved sample consent documents, progress reports 

submitted by investigators, and reports of injuries to subjects. 
 

(2) Minutes of IRB meetings which shall be in sufficient detail to show attendance at 

the meetings; actions taken by the IRB; the vote on these actions including the 

number of members voting for, against, and abstaining; the basis for requiring 

changes in or disapproving research; and a written summary of the discussion of 

controverted issues and their resolution. 
 

(3) Records of continuing review activities. 
 

(4) Copies of all correspondence between the IRB and the investigators. 
 

(5) A list of IRB members identified by name; earned degrees; representative 

capacity; indications of experience such as board certifications, licenses, etc., 

sufficient to describe each member's chief anticipated contributions to IRB 

deliberations; and any employment or other relationship between each member and 

the institution; for example: full-time employee, part-time employee, a member of 

governing panel or board, stockholder, paid or unpaid consultant. 
 

(6) Written procedures for the IRB as required by 56.108 (a) and (b). 
 

(7) Statements of significant new findings provided to subjects, as required by 50.25. 
 

(b) The records required by this regulation shall be retained for at least 3 years after 

completion of the research, and the records shall be accessible for inspection and 

copying by authorized representatives of the Food and Drug Administration at 

reasonable times and in a reasonable manner. 
 

(c) The Food and Drug Administration may refuse to consider a clinical 

investigation in support of an application for a research or marketing permit if the 

institution or the IRB that reviewed the investigation refuses to allow an inspection 

under this section. 



Exhibit C17 
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Exhibit D1 

 



Exhibit D2 

 



Exhibit D3 

 









 
Exhibit E4 

 

 



Exhibit F 

 

 



Exhibit G 

Who Bears the Reasonable Cost of Tissue Procurement? 

 

Abortion Clinic Procurement Business Customer 

 

 

 

 

 

      

 

 

Explanation: The AC has no costs so the payments from the PB to the AC are pure profit.  All 

costs are born by the PB or the Customer.  The payments from the Customer to the PB exceed its 

cost by a factor of 300 to 400 percent. 

 

 

 

 

 

 

 

 

 

 Shipping of Tissue 

Supplies for Tissue 

Procurement 

Payment to PB for Tissue 

Infectious Disease 

Screening 

Tissue Tech Salary 

Bonus to Tissue Tech 

Payment to AC for Tissue 

Consent to Obtain Tissue 

Tissue Procurement 

Blood Procurement  



“This amendment that I am offering as a 
substitute would enact the most 

important safeguards, and those are the 
safeguards to prevent any sale of fetal 
tissue for any purpose, just not for the 

purpose of research. It would be 
abhorrent to allow for a sale of fetal tissue 
and a market to be created for that sale.” 

 

-139 Cong. Rec. H1131 (Mar. 10, 1993) 

Exhibit H 




